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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
6iomexHos02ii ma 6iogapmayii npu npoekmysaHHi ma (HYHKYIOHY8aHHI 6iOMexHO02[YHUX ma
6iogpapmayesmu1HuUX nionpuemMcms.

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

HAucyunaina “HopmamuseHe 3ab6e3nevyeHHs 6iomexHO/02IYHUX 6upobHuyme”  ¢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

PK 08- 3damHicmb eukopucmogysamu Memodos02ii NpoeKmysaHHsi BUPOOHUYMSB
6i0mexHOo/1021YHUX NPOJYKMIi8 pi3H020 NPU3HAYEHHSI.

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

DK 17- 3damHicmb aHasizysamu ma npoekmyeamu 8upobHuymea 6i0mexHo/102iYHOT
npodykyii xap4osozo, gapmayesmuyHo20, napadapmayesmu4yHo2o0 ma npupodooXOpPOHHO20
Xapakmepy Ha 0CHO8I npoyecie Mikpo6HO20 CuHmMe3y

Ilicas 3aceoenHs1 ducyunaiHu “HopmamueHe 3a6e3neveHHs1 6i0mexHo102IYHUX 8UpobHUYmMe”
cmydeHmu Marms Npo0eMoOHCmMpy8amu maki pe3yAismamu HA84YAaHHS:

IIPH 04- Bwmimu 3acmocogysamu NOJ/0XCEHHS HOPMAMUBHUX JOKYMeHmIs, wWo
pe2/1amMeHmyoms nopsidok npogedeHHs cepmudgikayii npodykyii, amecmayii supobHuymaea, sumozu
do opeaHizayii cucmem ynpasaiHHs sIKicmilo Ha hidnpuemcmeax, npasuaa o@hopmaeHHsT MexXHIYHOI
dokymeHmayii ma eedeHHs1 MEXHO/10214YHO20 npoyecy, 6a3yH4UCL HA 3HAHHSX, 00epHcaHux nid vac
npakmuyHoi nid2omoskKu.

IIPH 05- Bmimu aHaxaidygamu HopmamueHi dokymeHmu (depixcasHi ma 2asy3esi
cmaHdapmu, mMexHiYHI yMO08U, HACMAHO8U Mow0), ckiadamu okpemi po30iau mexHO/102IYHOI ma
aHaaimuyHoi dokymenmayii Ha 6iomexHO/102iYHI NpodyKMu pi3HO20 NPU3HAYEHHS; aHaJaizysamu
mexHo/102i4HI cumyayii, obupamu payioHa/abHi MexH0102IYHI piueHHs

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 (IHJyKog8aHull mymazeHe3 3 8UKOPUCMAHHAM
@i3uuHuUX [ XIMIYHUX Mymaz2eHHUX ¢akmopis, 8id6ip ma HAKONUYEHHS1 aykcompo@dHUX MymaHmis,
nepeHeceHHsl 2eHemu4Hoi iHghopmayii mowo).

2. MpepekBi3nTK Ta NOCTPEKBI3UTU AUCLMNAIHU (MicLe B CTPYKTYPHO-N0riYHiA cxemi HaBYaHHA 3a
BiANOBiIAHOIO OCBITHLOIO NPOrPamolo)

3a ceoim 3amicmom ducyunaina “HopmamuesHe 3a6e3neyeHHs1 6i10mexHO102IYHUX 8upobHUYyma”
6asyemuvcsi Ha 0oceidi I 3HAHHAX cmydeHmis, 3006ymux npu 3Ac80€HHI ducyunJiv ,3a2a/1bHa



MIKpobioso2isi ma eipycosozia’, ,3azaavHa 6iomexHoaozis”, ,enemuka”, «IIlpomucaosa ekos02isi»
moujo.

KomnemeHnyii, 3HaHHs ma 6MIHHS, WO cCmMydeHmu OmpumMyrHms 8 pe3y/abmami HA84aHHS 3
daHoi ducyunaiHu Heob6XiOHI 0451 euB4eHHs HacmynHux ducyunsiv: «ExoHomika [ opeauizayis
gupobHuymea», «OxopoHa npayi ma yusiabHull 3axucm», «Konmpoas ma kepysaHHs
6iomexHo/s02iYHUMU nhpoyecamuy». | 20/108HE, OMPUMAHHS KOMNnemeHyill 3 Ha8ua/1bHOI ducyunaiHu
[IpoekmysaHHs1 6i0MeEXHON02IYHUX BUPOOHUYMB” € Heob6Xi0HOW CK/1a008010 045 NPOXOOHCEeHHS
NpaKkmuKu, BUKOHAHHS UNJIOMHO20 NPOEKMY ma ycniulHo2o 3axucmy ounjaomy 6aka.iaspa.

3. 3micT HaBYaNbHOI AUCLUNIHN

Po3din 1. Cmandapmusayis. Budu HopmamueHux doKymeHmis, ix ocobaugocmi ma eumozu 00 ix
3micmy, 0hopM1eHHS Ma BUKOPUCMAHHS
Tema 1.1. 3azanvHi 8idomocmi npo cmaHdapmu3ayito
Tema 1.2. Budu HopmamugHux doKyMeHmis ma ix ocob.1usocmi
Tema 1.3. Opearu cmandapmu3sayii 8 YKpaiHi pi3Hux pigHie
Tema 1.4 Bumozu 0o po3pobeHHS, BNPOBADHCEHHS MA 8UKOPUCMAHHS cmaHdapmie pi3HUX
pieHie 6 YKkpaiHu
Po3din 2. HopmamueHa dokymeHmayisi Wjodo cucmem ynpasaiHHs SKicmio
Tema 2.1. TepmiHosozis ujodo cucmem sskocmi
Tema 2.2. MixcnapodHi cmaHdapmu ISO ma OHSAS
Po30in 3. 3akoHodas4a ma HopmamusHa 6a3a ujodo cmeopeHHs ma 8UPOOGHUYM8EAa 6i0mexHoN02IYHOT
ma gapmayesmuyHoi npodykyii
Tema 3.1 MixcHapodHa HopmamueHa 6a3a wodo ynpas/iHHs ssKicmto 8 2a.y3i
6iomexHos02ii [ papmayii
Tema 3.2 OcHO80N0102CHI HOpMaMu8HI JOKyMeHmMuU w000 6iomexHo102IYHOI ma
¢papmayesmuuHoi npodykyii 8 YkpaiHi
Tema 3.3 HopmamugHi doKymeHmMu cmoco8HO npo8edeHHs1 JOKAIHIYHUX J0CAI0xHCEHD
Tema 3.4 HopmamueHi oKyMeHmMu cmoco8HO Npo8edeHHs KAIHIYHUX 8UNPOOY8aHb
Tema 3.5 [lepacasHa peecmpayis nikapcbkoz2o 3acoby ma nicaspeecmpayiiiHuli Haz2/50 8
YKkpaiHi
Tema 3.6 [lepacasHa gpapmakonesi YkpaiHu ma iHwi HopmamugHi doOKyMeHmU, Wo
peaaameHmyHms KOHMPOJ1b AKOCMI AIKapCbKUX 3aco6is
Tema 3.7 HopmamugHi doKymeHmu wodo 8upobHuUymea 6iomexHoa02i41Hoi ma
¢papmayesmuuHoi npodykyii 8 Ykpaini ma ceimi
Po30in 4. Cepmugbikayiss 6iomexHo02iyHOi ma papmayesmuyHoi npodykyii ma akpedumayis
Tema 4.1. Cucmema cepmudpikayii
Tema 4.2 Akpedumayis

4. HasuyanbHi matepianu Ta pecypcum
Ba3zosi iHdpopmayiliHi pecypcu

1. ACTY 1.5:2015 «HayioHaabHa cmaHdapmu3ayis. IIpasusaa po3pobeHHs, 8UKAAOAHHS ma
0OpMAEHHS HAYIOHA/ILHUX HOPMAMUBHUX AOKYMeHMig»

2. 3akoH Ykpainu «IIpo snikapcbki 3acobu»

Hacmanosa CT-H MO3Y 42-01:2003 «/likapcbki 3acobu. TexHo102iuHUll npoyec. [JokyMeHmayisi»

4. Hacmanosa CT-H M0O3Y 42-4.0:2020 «/likapcokKi 3acobu. HasexcHa 8upobHU4a npakmuka»

W



5. Capanua TI''A. Mempoaoezis, cmaHdapmu3ayis, eidnogioHicms, akpedumayisi ma ynpas/iHHS
sakicmio: [liopyunuk. - K.: [Jenmp HasuaavbHoi aAimepamypu, 2006. - 672 c.

HAodamkosi inghopmauiiiHi pecypcu

1. JlepxcasHa cayxc6a YKkpaiHu 3 AIKAPCbKUX 3ac06i6 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. JICTY ISO 22000:2019 «Cucmemu ynpasaiHHA 6e3neyHicmioo xap4osux npodykmis. Bumozu do
6ydb-siKUX opeaHizayiii Xap4oe8o2o AaHY02a»

5. JICTY ISO 9000:2015 «Cucmemu ynpasniHHa sKicmio. OCHOBHI NOAONCEHHSI mMa C/A08HUK
mepMmiHie»

6. ACTYISO 9001:2015 «Cucmema ynpasaiHHA siKicmto. Bumozu»

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

8. JICTY OHSAS 18002:2015 «Cucmemu ynpagniHHs Z2icieHO ma 6e3nekor npayi. OcCHOBHI
NpUHYUNuU 8UKOHAHHA sumoz OHSAS 18001:2007»

9. 3akoH Ykpainu «IIpo depiycasHuill KOHMpPOab 3a JOMPUMAHHAM 3AKOHOJABCMBA NPO XAp4osi
npoodyKkmu, KopMmu, NO6IYHI NPOOYKMU MBAPUHHO20 NOXOO0NCEHHS, 8eMEPUHAPHY MeJUYUHY ma
6.1a020N0y4451 MBAPUH»

10. 3akoH Ykpainu «IIpo depacasHull puHKo8Ull Ha2/1510 | KOHMPOIb HEXAP4080i NPOJYKYIi»

11. 3akoH Ykpainu «IIpo ocHO8HI npuHyunu ma eumoz2u 0o 6e3nevyHocmi ma sIKocmi Xapyoeux
npooyKkmie»

12. 3akoH Ykpainu «IIpo mexHiuHI pecaameHmu ma oyiHKy 8idonogidHocmi»

13. Hacmanosa CT-H MO3Y 42-6.0:2014 «/likapcoki 3acobu. JJokaiHiuHi docaidxiceHHs sik nidrpyHmsi
KAIHIYHUX 8UNpo6y8aHsb 3a yyacmio A00UHU ma peecmpayii 1ikapcbKux 3acobig»

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

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

16. Hacmanosa CT-H MO3Y 42-8.1:2013 «/likapcoki 3acobu. PapmayesmuyHa po3po6bKa
6iomexHo/1021YHUX Ma 6i01021YHUX NPOdYyKMie»

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

18. lIlpasuna  HasedxcHoi  8upobHU4OI  npakmuku  eemepuHapHux  npenapamie  URL:
https://zakon.rada.gov.ua/laws/show/z0107-18#Text

HaBYanbHUIA KOHTEHT
5. MeTtoguKa onaHyBaHHA HaBYa/IbHOI AUCUUNIHU (OCBITHBOrO KOMMNOHEHTA)

I[Ipomszom eusueHHs ducyunjaiHu 3aNAAHOBAHO NPOBeJeHHS JAEKYIUHUX 1 NpaKkmu4yHux
3aHaAMb. biabwicmb npakmuyHux 3aHsAMb 6axcaHo npogodumu nicas AeKYiliHUX 3aHAMb 3a JaHOI0
meMoHK, OCKI/IbKU 80HU YACMKOB0 I'PYHMyHMbCsl HA Mamepianax AeKyitl.

JlekyiliHi 3aHaMmMsA:

Ne Hazsa memu sekyii ma nepesik 0CHO8BHUX NUMAHb l'oduHu

1. Po3dia 1. CmaHdapmu3ayis. Budu HopmamugHux doKymeHmie, ix 1
oco6ausocmi ma eumozu 90 ix 3micmy, 0hopMm/aeHHs Ma BUKOPUCMAHHSA
Tema 1.1. 3a2aavHi 8idomocmi npo cmaHdapmu3ayiro

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

Tema 1.3. Op2aHu cmandapmu3ayii 8 YKpaiHi pi3Hux pieHie

OpzaHu deprcasHoi cmaHdapmu3sayii (pyHkyii ma ocHosHi 3a80aHHS).
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Haszsa memu s1ekyii ma nepesik 0CHO8BHUX NUMAHb

T'oduHu

OpzaHu 2any3esoi cmandapmusayii (pyHKYIi ma 0CHOB8HI 3a80AHHS): cAYHO6U
cmaHdapmu3ayii MiHicmepcms, 204108HI (6a308i) opeaHi3ayii 3
cmaHdapmusayii 8 nesHitl 2aaysi, cayxicba cmaHdapmu3sayii
nionpuemcmea,/op2auizayii.

OpzaHu cmaudapmu3ayii 8 2aay3i papmayesmuyHux ma 6i0mexHoN02IYHUX
8upobHuyme ma ix ocHosHi yHkyii: MO3 Ykpainu, [lepacasHe nidnpuemcmeo
“flepacasHuti ekcnepmHuii yenmp Minicmepcmea oxopoHu 3dopos’st Ykpainu”,
JepacasHa cayxcba YkpaiHu 3 AiKapcbKux 3aco6ie ma KOHMpOoJi 3a
Hapkomukamu, YKpaiHcbKull yeHmp Haykog8oi medu4Hoi inghopmayii ma
namenmHo-/iyeHsitiHoi po6omu MO3 Ykpainu «YkpmednameHmiHgopm»
moujo.

Cayxcb6a cmandapmusayii nionpuemcmea/opaaHisayii: yHKyii, cmpykmypa.
HopMokoHmMposb, ik 00HA 3 PYHKYIU cayic6u cmaHdapmu3sayii Ha
nionpuemcmsi. [IpusHaveHHs ma 8udu HOPMOKOHMPOHO.

Yhigikayis, sik odHe 3 3a80aHb cAyHcOU cmaHdapmu3ayii Ha nionpuemcmei.
Budu yHigikayii.

Tema 1.2. Budu HopmamugeHux doOKymeHmie ma ix oco6.1usocmi

OcHogHI 8UdU ma 0cob6au80CcMIi HOPMAMUBHUX OOKYMEHMI8: HOPMAMUBHO-
npasosi akmu (HIIA), Koncmumyyisa Ykpainu, kodekcu, 3akoHU, nid3aKOHHI
akmu (Haka3su, po3nopsi0HceHHs, NOCMAHO8U MOW0), NO10XHCEHHS, IHCMPYKYIi,
peaaameHmu, npasuaa, caHimapHi Hopmu, 6ydige/ibHi HOpMU.

Tunu HopmamusHux doKymeHmies 8 3a1excHocmi 8id 06'ekma cmandapmusayii,
No/10JCeHb, IKI Micmums dOKymMeHm, ma npoyedyp Had0a8aHHs oMy YUHHOCMI:
cmaHdapmu, mexHIvYHI yM0O8U, HACMAHOBU, NPABUJIA, PE2AAMEHMU, PEECMPU,
Kaacugikamopu, Kama/o2u moujo.

Knaacugikayis cmandapmis 3aaedxcHo 8id 06'ekma cmandapmu3sayii, ckaady,
3micmy, cdpepu disiibHOCMI Ma npusHaveHHs1: deprHcasHi, 2ay3esi, cmaHdapmu
HAYK0B0-MeXHIYHUX MA IHHCeHepHUX moe8apucme i cniziok YKpaiHu, mexHiyHi
ymosu YkpaiHu, cmaHdapmu nionpuemcms, Ko0ekcu ycma/eHoi npakmuku.
IIpo6Hi cmaHdapmu.

CmaHdapmu 0608 '513k08020 i 006p08IIbHO20 BUKOPUCMAHHSL.

[lo3Ha4eHHs1 HOpMamMueHUX JOKYMeHmIs.

T'apMoHi308aHI HOpMamu8Hi OKYMeHmMuU: 6U3HAYEHHS, munu
eapmoHizoeaHHocmi. [lopigHsiHHI cmaHdapmu.

Tema 1.4 Bumozu 0o po3po6./1eHHS, 8NP0BAJIHCEHHS Ma 8UKOPUCMAHHSA
cmaHdapmie pi3Hux pieHie 8 YKpaiHi

[lopsidok po3pobsieHHs1 | 3ameepdiceHHs depicasHUX cmaHdapmis.

Ilopsdok po3pob.aeHHs, no6ydosu, ukaady ma 0pOpMAEHHS MeXHIYHUX YMO8.
Ocobausocmi po3po6.1eHHs, 3ameepOoNCeHHs ma 3acmocy8aHHs cmaHdapmis
nidnpuemcmsa.

Jeprcasrutl Haz/510 3a 8np0o8aAIHCEHHAM | A00epHcaHHIM cmaHdapmis.

Po30ia 2. HopmamueHa doKymMmeHmayis ujodo cucmem ynpaeaiHHs
AKicmio

Tema 2.1. TepmiHo02i Wyodo cucmem sikocmi

3azaabHi mepminu cmocosHo sskocmi (3a JICTY 3230-95 i JICTY ISO
9000:2015): sskicmb, cucmema ynpas/iHHs AKicmto, noaimuka 8 2a.y3i skocmi,
YNpasAiHHA IKICM1o, Kepy8aHHs IKICm1o, 3a6e3nevyeHHs Ikocmi, HaCmaHosd 3
sikocmi, npoepama sikocmi, 8idnogidHicmy,/HegionogidHicmy,
npocmedcysanicms, eepudikayis.

[loHamms cucmemu sikocmi. [lemas skocmi.

Tema 2.2. MisxcHapodHi cmaHdapmu ISO ma OHSAS

OpeaHizayii mixcHapodHo20 pieHs Wo npaywms 8 2aay3i cmaHdapmusayii
(1S0, IEC, CEN, CENELEC). ®yHnkyii ma cmpykmypa ISO.




Haszsa memu s1ekyii ma nepesik 0CHO8BHUX NUMAHb

T'oduHu

Mixcnapodui cmandapmu ISO. Cmandapmu 1SO cepiti 9000, 10000, 14000,
19000 - cgpepa 3acmocysaHHs, ocobaugocmi.

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

Cucmema cmandapmie /ICTY 1SO 14000.

JCTY 1SO 19011:2012 HacmaHo8u w000 30ilicHeHHs1 aydumie cucmem
YNpasAiHHA: 3Micm, NPU3HAYEHHS.

Cepis mixcHapodHux cmandapmie OHSAS 18000: npusHauenHs. YuHHUU 8
Ykpaiui cmandapm JICTY OHSAS 18001:2010. Cucmemu ynpagaiHHs 2iciEHOH
ma 6e3nekor npayi: 3micm, NpU3HAYEHHSI.

Po30din 3. 3akoHodasua ma HoOpMamueHa 6a3a wjodo CMeopeHHs ma
eupo6HuUymaea GiomexHo.102iuHoi ma ghapmayeemu4Hoi npodykyii

Tema 3.1 MixcHapodHa HOpMamueHa 6a3a Wodo ynpasaiHHA sAIKicmio 8
2any3i 6iomexHono02ii i papmayii

Cy6’ekmu MixcHapoOdHoi cucmemu 3a6e3ne4eHHs AKocmi gpapmayesmuyHoi
npodykyii: WHO, EC, PIC, IFPMA, FDA.

OcHOBHI mepMiHU, WO 3aCMOCO8YIOMbCS HA emanax CmeopeHHsl, 8UPOOGHUYMEa
ma 3acmocy8aHHs papmayesmuyHoi npodykyii.

’Kummesuii yuka JI3.

MixcHapodHi HacmaHosu (HasexcHi papmayesmuyHi npakmuku, GxP), wjo
CMoCcyrmuCsi Cm8opeHHs,, BUPO6HUYMB8a ma 3acmocy8aHHs apmayesmu4Hoi
npodykyii (6udu ma npusHaveHHs): GLP, GCP, GMP, GEP, GDP, GPP, GSP, GPvP,
GPEP, GRP.

Tema 3.2 OcHO80NO0/102#CHI HOpMamMue8Hi dOKyMeHmMu ujodo
6iomexHo102iYHOi ma ghapmayeemuuHoi npodykyii e YKkpaiHi

3akoH Ykpainu (3Y) “llpo aikapcvKi 3acobu”: 3micm ma 0CHOBHI NO/10MHCEHHS.
basosi 3akoHodasui npuHyunu ma oCHO8U CMBOPEHHS, BUPO6HUYMBA ma
3acmocy8aHHs AIKapcbKux 3acobis, siki npedcmas.ieti y au2as0i idnogioHux
cmameli 3akoHy Ykpainu “Ilpo aikapcuki 3acobu”.

3Y Ilpo ocHosHI npuHyunu ma sumoau do 6e3neyHocmi ma ssKocmi Xap4o8ux
npodykmis.

3Y IIpo 0xopoHy HABKONUWHbLO20 NPUPOJHO20 cepedosua

3Y Ilpo depicasHulli KOHMPOAb 3a AOMPUMAHHAM 3AKOHOAABCMBA NPO XAPUY08i
npodykmu, Kopmu, no6iYHi npodykmu meapuHHO20 NOX0OHCEHHS, 300p08’°s1 ma
6.1a20Nn01y44s1 MBAPUH

3Y Ilpo depicasHuii KOHMPOAb 3d OMPUMAHHAM 3AKOHODABCMEA NPO Xap408i
npodykmu, KopMu, no6iuHi npodyKkmu meapuHHO20 NOX00HCEHHS, 300p08’ss ma
6.1a20Nn01y44s1 MBAPUH

3Y Ilpo 6e3neyHicmb ma 2icieHy Kopmig

Tema 3.3 HopmamugHi d0OKyMeHmMu cmoco8HO Npo8edeHHs1 00KAIHIYHUX
docsidiceHb

HanedxcHa nabopamopHa npakmuka Good Laboratory Practice (GLP): ocHogHI
nosoxceHHs. Konyenyiss «mpoox R».

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

3akoH Ykpainu «Ilpo aikapcuKi 3acobu»,

3akoH Ykpainu «IIpo 3axucm meapuH 810 #0pCMOK020 N08OOHCEHHSI»,

Hakasz MO3 Ykpainu Ne 944 Ilpo 3ameepdicenHus [lopssioKy nposedeHHs
JOK/NIHIYHO20 BUBYEHHS NIKAPCLKUX 3aC06i8 ma ekcnepmu3u Mamepiaaie
JOK/IHIYHO20 BUBYEHHS IIKAPCLKUX 3aC06i8

Hacmanosa CT-H MO3Y 42-6.0:2014 Jlikapcoki 3acobu. JJoKAIHIYHI
docaidxceHHs1 6e3neKku siK niOrpyHms KAIHIYHUX 8UNpo6y8aHbs 3a yuacmio
JAH0UHU ma peecmpayisi AIKapcbKux 3acobie

JokaiHiuHe 8u84eHHs AIKapCbKuX 3aco6is: HanpsMu, 8udu, mecm-cucmemu,
opzaHizayiss ma npogedeHHs, doKymeHmayis. Cmpykmypa npomoko.y ma
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38imy.

Tema 3.4 HopmamugHi d0OKyMeHmMu cmoco8HO Npo8edeHHsA KAIHIYHUX
8unpoGyeaHbs

MixcHapodHi dokymenmu 3 emuku: HopHbep3bkull kodekc, I'eabCiHcbKa
dekaapayis, beabmonmckuil 36im. OCHOBHI no10xceHHs ['enbCiHCbKkoi
dekaapayii.

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

H/l w000 KAIHIYHUX 8UNPO6Y8AHb, WO € YUHHUMU 8 YKpPAiHI:

3akoH Ykpainu «IIpo aikapcoKi 3acobux,

Hakas3 MO3 Ykpainu Ne1169 eid 26 eepecusi 2017 "Jlikapcoki 3acobu. HasnexcHa
KAIHIYHa npakmuka 42-7.0:2008"

Hakasz MO3 Ykpainu Ne690 gid 23 sepecHs 2009 "l[Ipo 3ameepdicerHs [lopsioky
npoeedeHHs KAIHIYHUX 8UNpo6y8aHb AIKAPCbKUX 3ac06i8 ma ekchepmus3u
mamepianie KAIHIYHUX 8UNpoby8aHs i Tuno8o20 N0} ceHHs NPo KOMICII 3
numans emuku" Ha 81 cmop. 3 39 dodamku 3 popmamu 61aHKI8, WO
0POPMAIOIOMBCSL.

Hakasu MO3 Ykpainu 3 dodamkamu, 8 sskux Hagodumuwcsi nepeaik KB, wo
00380111 0151 npo8edeHHs 8 YKpaiHi.

Kowmicist 3 numaHb emuku npu 3akaadi 0XopoHu 300po8’s: pyHKYii. Pazu ma
8U0U KAIHIYHUX 8UNPO6Y8AHb. JJOKyMeHMayis, o 0opMAEMBbCA HA BCIX
emanax KAIHIYHUX 8unpobysaHb. KoHmpob npogedeHHs KAIHIYHUX
sunpobyeaHs (aydum, MOHIMOpUHz)

Tema 3.5 JlepicasHa peecmpayis aAikapcoko2o 3acoby ma
nicasipeecmpayiiiHuii Ha2/150 6 YKpaiHi

Hakasz Ne 426 6id 26.08.2005 IIpo 3ameepdxcenus [lopsadKy npogedeHHs
ekcnepmu3su peecmpayitiHux Mamepia.ie Ha AIKapcbKi 3acobu, wo nodarmucs
Ha depicasHy peecmpayir (nepepeecmpayiro), a makox: ekcnepmu3su
mamepiasaie npo eHeceHHs1 3MIH d0 peecmpayiliHux Mamepiaaie npomsizom 0ii
peecmpayiliHo2o noceidueHHs: 0CHO8HI MepMiHU, HA WO NOWUPHOEMbCS
Ilopsidok, kum nposodumucsi, 0CHOBHI emanu. PeecmpayitiHi mamepiaau
(peecmpayiiiHe docbe) - NpU3HAYEHHS, CMPyKmMypa.

Jepacastutl peecmp AikapcbKux 3acobie YkpaiHu

[licasipeecmpayitinuil Ha2a50 (papmakoHaza50): 8U3HAYEHHS, HANPAMU
pobomu, dxcepesna nogidomaeHb NPo NO6IYHI peakyii Ha AIKApCbKi 3aco6u.
HopmamugHi dokymeHnmu, wjo pe2y1100oms 0islIbHICMb cucmemu
¢apmakoHazaady 8 YkpaiHi.

Tema 3.6 JepycasHa hapmakonesi YKpaiHu ma iHwi HOpMamueHi
JdoKyMeHmMu, wjo pe21amMeHnyoms KOHMpOo/1b AKOCMIi AIKapCcbKux
3acob6ie

JepicasHa papmakoness YkpaiHu, ik 0CHOBHUU HOpmamugHulli doKymMeHm, wo
pe2/1amMeHmye NUMAHHs KOHMPOK0 AKOCmI JikapcbKux 3acobis. CmpykmypHa
opeauizayisa [J®Y. Memodu gpapmakonetiHozo aHa.izy. Cy6cmaHyii ma 2omosi
AIKapcovKi popmu.

AHaaimu4yHo-HOpMmamueHa dOKyMeHmayisi Ha gapmayesmu4Huli npenapam:
OCHOBHI 8uMo2u o 3micmy, no6ydosu, 8uKAadeHHs, 0popmaeHHS. Ekcnepmuasa,
V3200XHCEHHS.

Tema 3.7 HopmamueHi doKyMeHmMu wj0do 8Upo6GHUymaea
6iomexHo102iYHOI ma ghapmayesmuyuHoi npodyKyii 8 Ykpaini ma ceimi
OcHogHI mepminu. Baaidayia ma ii eudu, Keaxaigpikayis (o6aadnaHHs) ma it
sudu.

IIpasusa HaaedxcHoi supo6Hu4oi npakmuku (Good Manufacturing Practice).
Xapakmepucmuka ma npu3Ha4eHHs GMP.
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JliyeHsis Ha supobHUYME0 ANiKapcbKux 3acobie: Ilepenik doKymeHmis, AKuil
Hadaembcs cy6’ekmom 20cnodapr8aHHs HA 8UAAYY AIYeH3Iii Ha BUPOOGHUYMEB0
AlKkapcbkux 3acobis, JliyeHsitiHull peecmp 3 NpOMUC108020 8UupobHUYmMa8a J13.
Jocbe 8upobHUUOI dibHUYI — BUBHAYEHHS ma 3Micm.

TexHos1021YHUT peziameHm: XapaKmepucmuka, cgoepa 3acmocy8aHHs, 3Micm.
TexHnono2iuni mumuacosi pezaamenmu (TTP), mexHo1021YHI npoMUCA08i
peaaamenmu (TIIP) ma cgpepu ix 3acmocy8aHHA.

TexHiuHUll pecsiameHm: XapaKkmepucmuka, coepa 3acmocy8aHHsl, 3Micm.
Hacmanosa CT-H MO3Y 42-4.0:2020 «/likapcoki 3acobu. Haaexcna supobHu4a
npakmuka». [IpusHaveHHs, 3micm.

PisHi 3Hauywocmi dokymenmayii papmnionpuemcms.

Bupob6Huva dokymeHmayisi: sudu, npusHa4eHHs, 3mMicm moujo.

- po3dinu peecmpayiliHux 00Cb€ HA KOHKPEMHI AIKApCbKi 3acobu, 8 AKUX
ONnucaHo MexHo/102IYHI nNpoyecu ix supobHUYmMaea;

- 8idnogidHI doKymeHmMu cucmemu sskocmi — memoouku CAH

- doKymeHmayiro, 3a sikor 30ilCHIOIMb BUPOOHUYMBO MA KOHMPO1b
KOHKpemHoi npodykyii.

- cneyugikayii

- BUPOOHUYI peyenmypu ma mexHoA02i4HI iIHCmpyKuyii,

- IHCMpYKUIi 3 NAKY8AHHH,

- memoduku (COII, ananimuyHi)

npomokKou.

Po3din 4. Cepmudpikayia 6iomexHo102iYHOi ma hapmayeemuyHoi
npodykyii ma akpedumayis

Tema 4.1. Cucmema cepmudpikayii

Cepmudbikayis, cucmema cepmudpikayii, cxema cepmudpikayii, cepmugikam
gidnosidHocmi, 3Hak eidnogidHocmi.

Cucmema cepmudbikayii: opeaHizayiiina cmpykmypa, npusHavyeHHs, sudu
disiibHOCMI.

IIposedenHs cepmudgbikayii npodykuyii.

Ocobausocmi cepmuikysaHHs npodykyii papmayesmuuHoi,
6iomexHo/10214YHOI ma xap4o80i npomuc.a1080cmi.

Tema 4.2 Akpedumayisn

Akpedumayisi: BU3HAYEHHS], NPU3HAYEHHS, 06 €EKMUL.

3akoH Ykpainu “Ilpo akpedumayir opeaHie 3 oyiHku gionogioHocmi”
OpzaHu akpedumayii 8 Ykpaini (HayioHasbHe azeHmcmaeo 3 akpedumayii

Ykpainu). Akpedumayis opzauie 3 cepmugpikayii npodykyii 32ziono 3 /JCTY 3411.

Aydumop: 8u3Ha4eHHsl, BUMO2U.
Akpedumayitina komicis Ykpainu (AKY) MOH Ykpainu: ¢pyukyii, ckaad.

Bcvoeo

MpakmuyHi 3aHAMMA

Hassa memu Npakmu4HO20 3aHAMmMs ma nepe/ziK OCHOBHUX NUMAHb

T'oduHu

Bupo6Huya HT/I. Budu, npagu.ia oghopmaeHus. Po3poéka COII,
MemoduKu, po6040i iHcmpykyii moujo
Kaacudgikayis, chepu 3acmocysanus, npukaadu cheyugikayiti
Kaacugikayis, cpepu 3acmocy8aHHs, npukaadu 8UpoOGHUYUX peyenmyp
Kaacudgikayis, chepu 3acmocy8aHHs, npukaadu iHcmpykyitl
Knacugikayis, chepu 3acmocysanHus, npukaadu npomokois
Kﬂacugﬁmaum cgepu 3acmocy8aHHsl, npuka1adu Memoouk

AW N =

2

Bupo6nuya HT/l. Budu, npasusaa oghopmaeHus. Po3poéka COII,
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MemoduKu, po6040i iHcmpyKyii moujo
PeziameHmu 8upob6HUYMEa, mexHo102iYHA cxema

Bcvoeo 4

6. CamocrTiiiHa poboTa cTyaeHTa

Camocmilina poboma cmydeHma CrnpAMOBAHA HA Kpawie OrnaHy8aHHA 3HAHb W/AXOM
ocobucmozo nowyky 000amkoeoi iHpopmayii, opMyB8aHHA OAKMUBHO20 iHMepecy 00 MBOopPY020
nioxody y HasyanbHili pobomi. ¥ npouyeci camocmiliHoi pobomu 8 pAMKAX 0CB8IMHLO20 KOMIMOHEHMY
cmyoeHm NMosuUHeH HagYyamuca 2AUuboKO aHaNi3yeamu cy4acHi nioxoou 0o po3pobKU ma 8rnposadHeHHs
HOBIMHIX MEXHO/02IYHUX pilleHb, AKi Marome 8i0MoBiOHE MNPAKMUYHE 30aCMOCY8AHHA HA OiloYux
suUpobHUYMBax.

CamocmiliHa poboma nepedbauae nidcomosKy 00 Aekyili ma APAKMUYHUX 3AHAMS,
CaAMOKOHMPOAb Habymux 3HAHbL, ONMPAUBAHHA O0xcepesn i3 CrucKy aimepamypu, 8UKOHAHHA 30800Hb
0718 NPAKMUYHUX 30HAMb, BUKOHAHHA  MOOYsbHOI KOHMPposbHOi pobomu (MKP), nideomoska do
CK/AOAHHA 3as1iKy, mowo.

MoniTnKa Ta KOHTPONb
7. MoniTMKa HaBYaNbHOI AUCUMNAIHU (OCBITHBOrO KOMMNOHEHTA)

BidsidyeaHHA 3aHsAMb. Biocymuicmb Ha sekyiliHoMy ma/abo npakmu4yHOMY 3aHAmMmi He
nepedbauae HapaxysaHHs wmpag@Hux 6a.ai8, OCKiAbKU PiHAIbHUU pelimuHeo8ull 6as1 cmydeHma
@PopMyeMbCS BUKAYHO HA OCHOBI OYIHIOBAHHS PE3Y/1bMamie HA84aHHSI.

Ha npakmuuHux 3aHIMmsix SUKOHylomuvCsl IHOUBIQya/nbHI 3a80aHHS, sIK 6e3nocepedHb0 Ha
napi, mak i 3 nonepedHvbor nidecomoskor (iHOugidya/bHI 3a80aHHS, npe3eHmMayis, yvyacmo y
062080peHHsIX, 3AHOMOBYBAHHS MOW0)SIKI MAKoXHC oyiHtomucs y eionogionocmi 3 PCO.

3aHssmmsi, nponyujeHi cmydeHmoM 6e3 nogaxcHoi, niomeepdxiceHoi 0KyMeHMaabHO, NPUHUHU
He gidnpaybogyrombcsl I 6aau 3a pobomu, Wo HA HUX BUKOHY8AAUCL 8Mpavarmbues. 3a ymosu
nponycky 3 No8ajcHUX NpuyvuH, cmydeHm mdae npaso (ase He 0608°513Kk080) sukoHamu g8idnogidHe
nucbmoge npakmuvHe 3a80aHHS HA KOHcCyaAbmayii (3a po3knadom KoHcysabmayill, 0o4HO abo
ducmaHyitiHo) ma ompumamu 3a Hbo2o 8i0nogioHi 6a.au. Taki 8idnpayreaHHs1 BUKOHYHMbCS
cmydeHmMom 3a 11020 6aHCAHHAM, aje He hi3Hiuwe damu 3a/iKy.

Ilonimuka OdedsaiiHie ma nepeck/AadaHsv. 3a80aHHsS HA NPAKMUYHUX 3AHIMMSIX
BUKOHYHOMbCS CMydeHmamu mibKu 3a po3kaadoM, y 6CmaHo8/AeHUll 0151 2pynu 4ac, (BUKAKYEHHS —
nepeHeceHHs1 HAaNUCAHHA 2pynor (abo okpemux cmydeHmig) 8 38°s13Ky 3 He06XIOHUM JOMPUMAHHAM
6e3nekosux ymos8 abo 3 nonepedyiceHHSIM gukjaada4a ma o@IiYiliHuM niomeepoHCeHHAM NPUYUHU
gidcymHocmi cmydeHma pa3om 3 2pynor) i He nepenucyromabcsi.

Bci 3a80aHHS, W0 8UKOHYHOMbCA HA NPAKMUYHUX 3aHAMMSX (I O4HUX [ WO npulimMarmscsl Ha
nepesipky 8 2ya/-KAdci 4u meliaoM aboujo) 30aromubesl | 8paxo8yrOmMuvCsl 8 CeMecmposgull pelimuHe He
nisHiwe Hidxc 3a do6y do damu nposedeHHs 3aiKy. AKW o 3a80aHHS BUKOHYEMbCS 8 pAMKAX nApu, mo
lio2o 8idnpayo8aHHs 30iUCHIOEMbCS 34 PO3KAAOOM KOHCYAbMAYILL.

Ilonimuka wodo akademiyHoi do6poyecHocmi. [lonimuka ma npuHyunu akademivHol
dobpouecHocmi susHayveHi y po3diai 3 Kodekcy wecmi HayioHanbHO20 mexHIYHO20 YyHIgepcumemy
Ykpainu «Kuiscbkull nosaimexHivHuli iHcmumym imeHi leopss Cikopcbkozo». [JlemasvHiwe:
https://kpi.ua/code.

[Ipu BUKOHAHHI NpaKMUYHUX MA [HWUX 3a80aHb HEO6XIOHO HA80OUMU CNUCOK NOCU/AAHb
Ha eukopucmadi dxcepena. Asne He MOXCHA sukopucmogysamu i Nocu/a1amucsi Ha pOocCIUCbKI



https://kpi.ua/code

dxcepena ma dxcepena pociticbKor MO80H.

Akwo y 30aHoMy cmydeHmom 3a80aHHI 8Us8/€HI 03HAKU naaziamy, mo 3a80aHHS HE
3apaxo8yemuCsi i He nepepobAEMbCS.

Y pasi eusienenHss akademiuHoi HedobpovecHocmi nid 4ac BUKOHAHHS MOOY/AbHOI
KOHMpoJ/bHOi po6omu (nsaaziam mowo) abo npu HanucaHHi 3a.1iko8oi pobomu (cnucyeaHHs 3
6y0b sikux ddcepes, KOHCY/1bmy8aHHs1 y 6ydb IKUX oci6 moujo), cmydeHm ycy8aemaucs 3 3axody, a
pe3ysbmamu KOHMpO/bHO20 3axody He 8paxosyromuvcs. [loemopHe 8UKOHAHHS MOJY/1bHOI
KOHMpOo/AbHOI pobomu donyckaemubcsi miabKu y eunadky HeobxidHocmi Habpamu 6aau 045
donycKy do 3a/iKy.

Hopmu emuuHoi noeediHku. Hopmu emuuHoi nosediHku cmydeHmis 1 npayieHUKI8
gusHaveHi y po3dini 2 Kodekcy uecmi HayioHa/nbH020 mexHiYHO20 YHigepcumemy YKpaiHu
«Kuiscvkuil noaimexuivyHuli incmumym imeHi leops Cikopcbkozox. [lemanvHiwe: https://kpi.ua/code.

8. BuAM KOHTPO/IO Ta PeMTUHIOBa CUCTEMA OLiHIOBAHHA pe3ybTaTiB HaBY4aHHA (PCO)

MomoyHuli KoHMpons: Ha npakmu4HUXx 3aHAMMSAX 8UKOHYHMbCs HOUBIdYa/bHI 3a80aHHS,
sk 6e3nocepedHb0 Ha napi, mak i 3 nonepedHbo hid20moeKow (npesemmayis, yvyacms Yy
062080peHHSIX, 3aHOMOBYB8AHHS Mow0) sIKi oyiHomucs y gionogidHocmi 3 PCO.

ModynbHa KoHmMposasHa poboma nNpos8ooOUMbCA 3 MemOK MepesipKu AKOCMi chopMoBaHUX Y
cmyoeHmi8 yMiHb QHAMI3y8amu HOPMAMUBHI OOKYMeHMU Pi3HUX pieHi8 ma rnpusHa4yeHHs ma 00csidy
30CMOoCo8yB8AHHA 3AKOHO0ABYO0i mMa HOPMAMUBHO—MEXHIYHOI OoKymeHmauii, Habymux 6rnpooos
8UBYEHHA KpedUumHO20 MO0y .

KaneHdapHuli KOHMpoaw: y cmyodeHmie 30d04YHOI hopMU HABYAHHA HE MPoB8oo0UMbCH.

Cemecmpoesuii KOHMpoAb: 30siK, AKUU MPO8OOUMbLCA Y hOpPMi HAMUCAHHA Mecmosoi 3a1iKosol
pobomu. Mepesnik NUMAHb, W,0 BUHOCAMbCA HA 3asiK HagedeHul y JJodamky A.

Ymoesu donycky 0o cemecmpoeo20 KOHMPOAKO: ceMecmposuli pelimuHe pieHul abo binswe 50
barnis.

OyiHI0BAHHA piBHA 3HAHb 3 OucCyunaiHU 078 cmydeHmig8 npPosooumscsa 3a pelimuH2080t0
cucmemoro, yMo8U AKOI HaB00AMbCA 8 NosaoxceHHi npo PCO 3 ducyunaiHu.

Peiimune cmydenma 3 ducyun/iHu ckaadaemscs 3 6a/is, ujo 8iH ompumye 3a:
1) 8ukoHaHHA 3a80AHb HA NPAKMUYHUX 3AHSAMMSX Ma cAMOCMIlUHO
(ouHo ma/ab6o ducmaHyitiHo) 80 6anie
2) 8UKOHAHHS MOJY/NbHOI KOHMPOBLHOI pobomu 20 6anie

Lonyckom 0o 3aniKy € cemecmposuli pelimuHz RC240.

CmydeHmu, aKi marome 0onycK 00 3aniKy 30608'A3aHI 8UKOHYy8aMU 30siKO8Y KOHMPOsbHY
pobomy.

CmydeHmu, AKki Habpaau npomsazom cemecmpy pelimuHe meHwe 50 6anie 0o 3aniky He
donyckaromoecs. Budu pobim axki cmydeHm nosuHeH 30amu 018 nids8uueHHA pelimuHey y3200HyeMbCA 3
suUKnadayem niod 4ac cecil.

3a pe3ynbmamamu 3a1iKo80i KOHMPOAbHOI pobomu cmydeHm ompumye 3as1iK.

MonoxceHHs npo PCO 3 ducyunniHu 8 nogHomy obca3i Hasooumecs 8 flooamky b.

9. [Oopatkosa iHpopmauia 3 gucumnniHm (OCBITHLOro KOMNOHEHTA)

B ymosax ducmanyitiHoi a6o 3miwaHoi popmu npogedeHHs 3aHAMb 0p2aHi3ayisi 0C8IMHBLO20
npoyecy 30iliCHIOEMbCS 3 BUKOPUCMAHHAM MEXHO02ill ducmaHyiiiHo2o HABYAHHA: naamg@opmu
ducmanyitiHozo Has4aHHs «CikopcobKully, «EaekmpoHHull kamnycy». HasuaavHull npoyec y makit
¢opmi 30iTicHIOEMbCA 8I0N0BIOHO 00 3am8epdxHceH020 po3KAady Ha8YANbHUX 3AHSIMb.

Po6ouy nporpamy HaB4YanbHOI gucuunaiHu (cunabyc):


https://kpi.ua/code

CKnapgeHo:
AoueHTom Kadeapu npommncnooi biotexHoorii Ta biodapmauii,
K.06.H., BiToto MuxaiiniBHoto JTiIHOBULbKOO

YxBaneHo kadeapor npoMmmncnosoi biotexHonorii Ta 6iodpapmauii (npotokon Ne 16 Big 26.06.2025 p.)

NoropaxeHo MeToanuHoto Komicieto PBET (npoTokon 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. ICTY ISO 14001:2006 Cucmemu eKko.102iyH020 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: npusnaueuus.. 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 saikapceki 3acobu”: 3micm ma ocHOBHI 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 sumozu do 6e3neyHocmi ma ssKoCcmi xap4o8ux npodyKkmis.

3Y I[Ipo 0X0pOoHY HABKOAUWHBO20 NPUPOIHO20 cepedosuuyd

3Y Ilpo depixcasHuli KOHMPOb 3 OOMPUMAHHAM 3AKOHOJA8CMed npo Xap4yosi npodykmu, KOpMU, NOOGI4YHI
npodykmu meapuHHo20 NOX00NCeHHs, 300p08°s ma 6.21a20N0.1y44st MeApuH

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. KoHyenyisi «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 [lopsadKy npoeedeHHs1 OKAIHIYHO20 8UBYEHHS NIKAPCbKUX
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: HropH6epsvkull 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 eepechs 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 ekcnepmu3su mamepianie KAiHIYMHUX aunpobysams i Tunogozo no10xiceHHs
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 300pog’a: dyHkyii. Pazu ma eudu KAIHIYHUX 8UNpo6yS8aHb.
Jokymenmayis, wo ogpopmaoemocsl Ha 8CiXx emanax KAIHIYHUX sunpobysaHb. KoHmposab nposedeHHs KATHIYHUX
sunpobysaHs (aydum, MOHiMopuHz)

JepicasHa peecmpayisi Alkapcbko2o 3aco6y - Nopsidok, KuM nposodumbcs, OCHO8HI emanu. Peecmpayiiini
Mmamepiaau (peecmpayiliHe 0Cb€) - NPU3HAYEHHS, CMPYKMypa.

JepacasHull peecmp /ikapcbKux 3acobie Ykpainu

Hicasspeecmpayitinuti Haeaa0 (papmakoHaeand): 8UHAUEHHS, HANPAMU pobomu, dxcepead nogidomaeHb npo
no6iyHi peakyii Ha aikapcoki 3acobu. HopmamueHi OdoKymeHmu, wo pez2yawromb OidabHicmb 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 popmu.

AHasnimuvHo-HOpMamueHa 0oKymeHmayis Ha ¢apmayesmuyHull 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. [IpusHaveHHsl, 3micm.
OcHOBHI munu peziameHmias.

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

TexHiuHull pezaamenm, ix xapakmepucmuku, 8idMiHHOCMI, chepu 3acmMocy8aHHsI.

Pigni 3Hauywjocmi dokymenmayii papmnionpuemcms.

Bupo6Huua dokymenmayisi: eudu, NpusHa4eHHs, 3micm mouo.

3azanvHi nos102ceHHs ma 0cHO8HI npuHyunu cepmudgikayii.

Cmpykmypa cucmemu cepmudgpikayii.

Opeanu 3 cepmugbixayii npodykyii Ykpainu ma ix opeanizayiiina 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 8 Ykpaini (HayioHasvHe azenmcmeo 3 akpedumayii Yxpainu). Akpedumayis opeaHie 3
cepmudpikayii npodykyii 3eiono 3 [CTY 3411.

Aydumop: 8usHayeHHs, BUMO2U.


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

IMOJIO’KEHHA
NMPO PEeUTHHIOBY CUCTEMY OLLiHKM YCHIITHOCTI CTYAEHTIB
«HopmamueHe 3a6e3neyeHHs 6iomexHo102IYHUX 8UPOOHUUME»

B YMOBAX O4YHOI'0/AMCTaHLiAHOr0/3MillIaHOr0 HABYaHHA

Jlodamok b

OCBITHI! CTyliHb 0aKaJlaBp

creniaJbHIiCTh 162 - 6ioTexHO0JI0Til Ta 6i0iHXKeHepid
OCBITHbO-NIpOdeciiiHa mporpamMa bioTexHoJorii
dopma HaBUYaHHA 3a04Ha

bakyabTeTy BioTexHo.Ji0rii i 6ioTexXHiKHK

PeUTHHT CTyJleHTa 3 AUCUMILIIHU CKJIAJAEThCSA 3 6aJliB, 1[0 BiH OTPHUMYE 3a:

1) BUKOHAHHS 3aB/laHb HA NIPAKTUYHUX 3aHATTSX Ta CAMOCTiIMHO (04HO Ta AUCTaHILiKHO) 70 6a/iB

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

30 6aJiiB

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 Bupo6nuya HT/I. Buzay, ekcrieptusa COII 10
3aHATTI 04HO 260 OH- | MpaBuJia 0POpPMJIEHHSA
JIauH
Ha IPaKTUYHOMY Bupo6nuya HT/I. Buzay, ckanazanHsa TC 20
3aHATTI 04HO 260 OH- | MpaBuJia 0POpPMJIEHHSA CKJIaZJaHHA MaTepiaJIbHOTO 20
JIallH 6as1aHCy

OIKC CTaAiu 20

[IpakTrUuHi 3aHATTS Ta 3aBAaHHA CPC, mponyiieHi cTyaeHTOM 6e3 MOBaXKHOI, MiJTBepKeHOl
JIOKYMEeHTaJIbHO, IPUYUHU He BiJNpalbOBYIOTbCA i 6asu 3a po6OTH, 110 HA HUX BUKOHYBAJIHUCh
BTPa4aloThCsA. 3a yMOBHU NPOMYCKY 3 MOBAXXHUX NPUUMH, CTYZleHT Ma€ NpaBo (ajie He 000B’I3K0BO)
BUKOHATH BiJIIOBilHE MHCbMOBEe MpPAaKTU4YHe 3aBJAaHHA Ha KOHCyJbTalii (3a po3k/IaLoM
KOHCYJIbTAllid, O4HO abo0 JUCTaHLiMHO) Ta OTPUMATU 3a HboOro 6Gasu. Taki 3aBAaHHA, 110
BUKOHYIOTbCSI Ha NMPAaKTUYHUX 3aHATTAX (I OYHUX i [0 NPUHMaIOTbCA Ha MepeBipKy B IyrJ-Kjaci
Yyd MeWJIOM abolo) 3JarThCA i BPaxOBYKTbCA B CEMECTPOBUM PEUTHMHI He IMi3Hille JAaTH
CKJIQJJaHHA 3aiiky. fKuo 3aBJaHHA BHUKOHYETbCA B paMKax [apd, TO HOro BiANpall0OBaHHA

3/1INCHIOETHCS 3a PO3KJIaZ0M KOHCY/IbTAllil.
CucteMa OLIiHIOBaHHA:

PiBeHb 3acBO€EHHA
bany, y e
HaBYa/IbHOI'O . KpuTepii onjiHI0BaHHA
. BiZiIcOTKax
Marepiaay
peTeJsibHe BUKOHAaHHA, aKypaTHe 0pOpMJIeHHH 3aB/IaHHA Y
«BiAMIHHOY 95-100 Bi,[[l'IOBiLLI;IOCTi A.o METO/IMYHHX BKa3iBOK,
rJIM60KUM aHaJli3 3 BUCHOBKAMH, aKypaTHE Ta IOBHE
3aHOTOBYBaHHH
€ HECYTTEBI NOXMOKH Y BUKOHAHHI po60TH, a60 0popMIeHHS
«JlyKe lo6pe» 85-94 3po6JieHe 3 IEBHUMU HeZloJliKaMU, akypaTHe Ta IOBHE
3aHOTOBYBaHHH
5 7584 € HECYTTEBI NOXMOKH Y BUKOHAHHI p060TH, 0QOpMJIEHHSA
«AObpe” ) 3po6JieHe 3 IeBHUMHU HeJl0JliKaMHU
3aB/laHHA BUKOHAHO He MOBHICTIO ab60 € 3Ha4YHI TOXHOKHU B
«3al0BIJIbHO» 65-74 TEeKCTi Ta 0pOpMJIeHHI
3aHOTOBYBAaHHSI BUKOHAHO HeJ16aJ10, He TOBHICTIO
3aB/JaHHS BUKOHAHO He MOBHICTIO Ta € 3HAYHI TOXUOKH B
«,0CTaTHbO» 60-64 TEeKCTi Ta 0pOpMJIeHHI
3aHOTOBYBAaHHSI BUKOHAHO He/10aJ10, He TOBHICTIO
«HEe33/10BIJIbHO» <60 BiZICYTHICTb 3Ha4YHOI YaCTUHU POOOTH,




Jly>Ke OTaHe BUKOHAHHA 3aB/laHHSA, BAKOHAHUM He CBil
BapiaHT

3. Moay/IbHUH KOHTPOJIb
Barosuii 6asa - 30.

Moay/ibHa KOHTDPOJIbHA PO60TA BUKOHYETBCA CTYJ€HTOM CAMOCTINHO, aCUHHXPOHHO,
KpuTepii OLiIHIOBAaHHA J0BOAATHCA [0 CTY[EHTIB 3aB4aCHO, IepeJ, KOXHUM KOHTPOJIBHUM
3ax0/I0M.

CucreMa OLIiHIOBAHHI:

PiBeHb 3acBO€EHHA
bany, y R
HaBYaJIbHOT'O : Kpurepii o1jiHtoBaHHS
. BiZicoTKax
MaTepiany
o NOBHI NpaBUJIbHI Bignosizi (He meHule 95% BipHOI

«BiIMiHHO» 95-100 |. p A Al P
iHpopmauii)
JlOCTaTHbO MOBHI BiAnoBiAi (He MeH1Ie 85% npaBUIBbHOI

«J1yKe noope» 85-94 indopmMaliii), abo BiiNMOBi/i 3 HE3HAYHUMU
HETOYHOCTSIMU
IlepeBaXKHO MOBHI BiANOBi/i (He MeHlIe 75% npaBUIbHOI

«J106pe» 75-84 iHdopmMaliii), abo 4acTKOBO BiZjOBi/li 3 HE3HAYHUMHU
HETOYHOCTSIMH
nepeBaKHO NMPaBUJIbHI BiAnoBiAl (He MeHLIe 65%

«3a/10BIJIbHO» 65-74 npaBu/bHOI iHpopMallii), abo 4acTKOBO Bifnosizi 3
HEe3HAYHUMHU HETOYHOCTSIMU
nepeBaKHO NMPaBUJIbHI BiAnoBiai (He meHle 60%

«,0CTaTHbO» 60-64 npaBu/bHOI iHpopMallii), 3HaYHa YaCTUHA HENIOBHUX a00
3 HETOYHOCTSIMHU

«He3aJl0BIJIbHO» <60 HelnpaBUJIbHI BiiNOBiJi 6isibiie HiXXK HA 40% NUTaHb

Po3paxyHnok wikaau (R) peiimuHzy:

TakuM YMHOM, CEMEeCTPOBUM PEUTUHT CKJIAJAE:
Rc=30+ 70 =100 6aiB

JloAaTKOBUX 3aBJaHb He epeAsavyeHo.
CeMecTpOBOIO aTeCTAIli€l0 € 3aJiK, 1[0 IPOBOJUTUMETHCA B yrJI-KJacCi. YMOBOIO JAOMYCKY 10 HbOTO
€ R¢ 50 6asiB i Bu1Ie.
CtypneHTH, sKi Habpalyd MNpPOTAroM CeMecTpy peWTHHr MeHiie 50 6aniB o 3aiiky He
JlonycKalTbcsa. Buau pobiT gKi CTyAeHT NOBUHEH 3JaTu /[ NiJBUILEHHS PEUTUHTY
Y3TrOJPKY€ETbCA 3 BUKJIaZlayeM IiJ; yac cecil.
3asiikoBa KOHTpPOJIbHA pP060Ta MPOBOAWTUMEThCS B TyIJ-Kjaci i ckiafaeTbcsd 3 50 TecToBUX
nuTaHb. BaroBui 6aj1 KOXKHOTO NUTAHHSA — 2.
Kpurepii oniHrOBaHHA:
MOBHA NPaBUJIbHA Bi/INOBiib 2 6asu
BiZiMOBi/ib YaCTKOBO HeNpaBUJ/bHA ab0 HeMOBHA abo BiACyTHSA 0 6an
MakcuMasibHa KiZibKicTb 6aJ1iB 3a 3a/1ikoBY po60Ty AopiBHIOE 2 6aau x 50 nutanb = 100 6asnis.
3a pe3ysbTaTaMU 3aJiKOBOI KOHTPOJIbHOI POOGOTU CTY[EeHT OTPUMYE 3aJiK y BiAmoBigHOCTI [0
HACTYNHUX KpUTePIiiB OLIHIOBAHHA:

R sanikosa po6oTta Tpa,zmuil‘fma Ol.liHKa
95-100 BiMiHHO
85-94 JlyKe nobpe
75-84 Jlobpe
65-74 3a/10BiJIbHO
60-65 JOCTaTHbO
<60 He3a/0BiJIbHO

[Ipu oTprMaHHiI HE3aA0BiJILHOI OLIIHKYU CTYAEHT Mae€ Jiulle 2 Cpo6u /sl nepe3aadi y
BigmoBigHOCTI [0 rpadiky nepeck/asaHHs 3a60proBaHOCTEN.






