E HauioHanbHUIA TEXHIYHWMIA YHiBEpCUTET YKpaiHu
«KUIBCbKUMA MNOMTEXHIYHUW IHCTUTYT
ag imeHi ITOPA CIKOPCbKOIO»

Kadeppa npomucnosoi
6ioTtexHonorii Ta 6iopapmauii

NMPOEKTYBAHHA BIOTEXHONOIN4YHNX BUPOBHULTB.
YACTUHA 1. HOPMATUBHE 3ABE3NEYEHHA

BIOTEXHONOIN4YHUX BUPOBHULTB
POBOYA NPOrPAMA HABYAJIBHOT AUCLIMN/IHU (CUNIABYC)

PiBeHb BULWOI OCBiTH
Fanysb 3HaHb
CneujianbHictb

OcBiTHA nporpama
CraTyc gucuuniiim
dopma HaBYaHHA

Pik niarotosKku, cemectp
O6car aucuunninm

CemecTpoBuii KOHTpONb/
KOHTPOJIbHI 3axoau

Po3knap 3aHATb

MoBa BMKNapaHHA
IHdopmauis npo
KepiBHMKa ancumnnninm /
BMK/NagauyiB

Po3millleHHA aucuunaiHm

PeKBi3UTU HaBYaNIbHOI AUCUUNAIHU

Mepwuii (6akanaspcoKuii)

16 — XimiyHa iHxceHepis ma 6ioiHxeHepia

162 — biomexHonozii ma 6ioiHxeHepis

biomexHonoeaii

HopmamueHa

0YHa(0eHHa)

3 Kypc, secHAHuUl cemecmp

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

http://roz.kpi.ua /lekyii — 1 napa (2 200uHU) Ha Mux<deHb; npakmuyHi — 1 napa
(2 200uHuU) pa3 Ha 08a MUXCHI

YKpaiHceKa

Jlekmop: K.6.H, douyeHm kagedpu Nbb®, /liHosuybKka Bima MuxalinieHa,
linovytska.vita@Ill.kpi.ua

lpakmuyHi: K.6.H, doyeHm Kageopu NE6®, JliHosuybka Bima MuxatinieHa,
linovytska.vita@Ill.kpi.ua

Maamgopma oucmaHyitiHo2o HagYaHHA « CikopCbKuUl»

EnekmporHuli Kamnyc KI1l im. lzops Cikopcbkoz2o
Mporpama HaB4YaNAbHOI AUCLUNAIHU

1. Onuc HaBYanNbHOI AMCU,MI'IIIiHM, meTa, npeagmeT BUBYaHHA Ta pe3y/ibTaTu HaB4aHHA

CyuacHi 6iomexHos02iyHI ma  6iogpapmayesmuyHi 8UPOOHUYMBA NOEJHyOMb |
3acmocosyiomb 00CsI2HEHHS pi3HUX HanpsiMie HayKu I mexHiku. L]inboeor npodykyiero € npenapamu
NIKY8A/NbHO-NPOPINAKMUYHO20, ~ KOCMEMUYHO20,  B8EMepUHAPHO20,  CiAbCbKO20CN0AapCbKO20,
Xapuosoz2o Mow0 Npu3HauveHHs: 6i1K080-8iIMAMIHHI KOHYeHmpamu, aMiHOKuc/i0mu, 8IimamiHu,
dpepmeHmHI npenapamu, aHmubiomuku, 6akmepiiiHi i 8ipycHi npenapamu 048 3axucmy pOC/AUH,
6akmepiiiHi dobpuea, npodykmu KOMN/AEKCHOi nepepobKu pOCAUHHOI cupoguHu mowo. Li
8UPOOHUYMBA € 8ANCAUBUM CE2MEHMOM HAYIOHA/NbHO20 PUHKY [ BU3HA4AIOMb HAYIOHA/AbHY |
060pOHHY 6e3neKy KpaiHu.

HasuasnvHa ducyunaiHa «lIpoekmyeaHHs1 6iomexHO/102i4YHUX 8upobHuymse. YacmuHa 1.
HopmamueHe 3a6e3neyeHHs1 6i0mexHO0102IYHUX 8UPOOHUYME» HA/1eH UMb 00 0OHIEI 3 He0b6XIOHUX 041
nidzomosku 6aka/aaepig-6iomexHo102i8 HOpMAMUBHUX OUCYUNAIH OCKIAbKU KomnemeHYii wo
ompumyoms cmydeHmu € He06XiOHUMU Ha 8CIX emanax HUMmMeBo20 Yukay 61omexHo1021YHOI ma
6iogpapmayesmuyHoi npodykyii, noyuHarvu 6i0 HAYK08020 NOWYKY, po3pobku npodykmy ma
mexHo102ii 11020 0MPUMAHHS, NPOEKMYBAHHS 8UPO6HUYMEA | 3aKIHYYoYU 6e3neyHor 0151 008KIiN1

ma 300po8’si AI0JUHU ymuai3ayiero, 8KAYAYU KOHMPO/Ib IKOCMI HA 8CIX 8Uuje32adaHux emanax.


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

Buguenns Oducyunaivu “lIpoekmyeaHHsi 6iomexHo/02iYHUX 6upobHuyms. Yacmuua 1.
HopmamueHe 3a6e3neyeHHs 6iomexHo/1021YHUX 8UPO6HUYME” 003801UuMb MAll6ymHIiM cheyiaaicmam
npogeciiiHo opieHmysamucs 8 YUHHUX depicasHux cmaHdapmax ma IHWuUX HOpMAamueHUX akmax, a
Makoxc onavyeamu 3a2a/bHI NPUHYUNU YNPABJaIHHSA SAKICMIO, NPUHYUNU [ Npasu/id HAAEHCHOI
8UPO6HUYOI NPAKMUKU AIKAPCbKUX 3ac06i8. OmpumaHi 3HaAHHS He0bXiOHI 0415 ycniwHOi npakmuyHoi
disabHocmi matibymHix ¢axieyie Ha nionpuemcmeax 6iomexHos02iyHOI ma ¢apmayesmuuHoi
npomucsao8ocmi.

Memoto HasuasnbHOi ducyuniiHu € gopmysaHHs y cmydeHmie kKomnemeHmuocmet ujodo
3aCmMOCYy8AHHSI YUHHO20 3AKOHOOAB8CMaEa I 8UM02 HOPMAMUBHO MEXHIYHOI JOKymeHmayii 8 2asysi
biomexHono02ii ma 6iogpapmayii npu npoekmysaHHi ma PYHKYIOHy8aHHI 6IOMEXHON02IYHUX ma
biopapmayesmuyHux nionpuemcms.

Ilpedmemom € npuHyunu po3pobKUu ma BUKOPUCMAHHSA HOPMAMUBHO-MEXHIYHUX
JdoKyMeHmis, wo peznamMeHmMyrwmbsv nopsidok opzaHidayii eupobHuymea 6iomexHo.102I4YHOI ma
¢dapmayesmu1HoOi npodyKyii.

HAucyunaina “IlpoekmysanHs 6iomexHos02iYHUX 8upobHuyme. Yacmuna 1. HopmamueHe
3a6e3neveHHss  6iomexHo/102IYHUX  8upobHuUymas” ¢dopmye y  cmydenmis  HacmynHi
KomMnemeHmMHoOCMi:

3damnicmb 3acmocogygamu 3HAHHA Y NPAKMUYHUX CUMyayisix

3damnicmb euumucs i ogos10disamu Cy4acHUMU 3HAHHAMU

3damnicmb 30ilicHloeamu aHai3 HOpmamugHoi doKymeHmayii, Heo6xioHoi 015 3a6e3ne4eHHs
iH)ceHepHoI disssibHocmI 8 2a.1y3i 6iomexHo102il

3damnicmb 8ukopucmosysamu memodo/102ii npoekmy8aHHs 8UPOOGHUYMB 6i0MeXHO.102IYHUX
npoodyKkmie pi3Ho20 NPU3HAYEHHS

3damnicmb dompumysamucs 8umoz biobeaneku, 6iozaxucmy ma 6ioemuku

3damuicmb aHasnizyeamu ma npoekmysamu 8UPOb6HUYMEa 6iomexHo/a102i4HOi npodyKyii
Xap4o8020, ¢apmayesmuyHo20, napaPapmayesmuyHo20 ma npupodooxXopoHHO20 Xapakmepy Ha
0CHo8I npoyecie Mikpo6HO20 cuHme3y

Ilicas 3aceoenHsi ducyunaiHu “llpoekmyeaHHs1 6iomexHO/102IYHUX 8UpobHUyms - 1.
HopmamueHe 3a6e3neveHHs 6iomexHo/1021YHUX gupobHuyms” cmydeHmu Manmeo
npodemMoHcmpysamu maki pe3y1ismamu HA84aHHS:

Bmimu 3acmocogyeamu nosoxceHHs: HOPMAMUBHUX OOKYMeHmMI8, WO pe2aamMeHmynms
nopsidok npoeedeHHs cepmudpikayii npodykyii, amecmayii supobHuymea, sumoau 0o opzaHizayii
cucmeM ynpas/aiHHs SIKICmM0 Ha nidnpuemcmeax, npasuaa o@opmaeHHs1 mexHiuHoi dokymenmayii
ma e8edeHHs] MeXHO/102IYH020 npoyecy, 6a3yH4UCb HA 3HAHHAX, 00epHCaHuX nid 4ac Npakmu4Hoi
nidecomosku

Bmimu auanizyeamu HopmamuseHi dokymenmu (depxcasHi ma 2asaysesi cmandapmu,
MexHIYHI YMOB8U, HACMAHOB8U Moujo), ckaadamu okpemi po3diau mexHo/02iYHOI ma aHasimu4Hoi
JdoKyMmeHmayii Ha 6I0mMexHO/102IYHI NPOOYKMU pIi3HO20 NPU3HAYEHHS; AHAAI3y8aMU MEXHOA02I4HI
cumyayii, obupamu payioHa1bHi MexXHO/N0214HI piuleHHS

Bmimu o6rpynmysamu eubip 6i0102i4H020 a2eHma, ckAady NnoXueHoz2o cepedosuwa i
Cnoco6y Ky/bmueyeaHHs, HeobXiOHUX 00NOMIXCHUX pobim ma OCHOBHUX cmMaAdill MexHO/102IYH020
npoyecy

Bmimu cknadamu mamepiaavHuti 6a1aHc Ha 00UH YUKA 8UPOGHUY020 npoyecy, cheyupikayito
06/1a0HAHHST ma kapmy nocmadiiiHo20 KOHMpOAK 3 HABEOeHHAM KOHMPOJAbHUX IMOY0K
8UpPO6HUYMBA

be3snocepednHbo nicasi  3aceoeHHa  ducyunjaiHu _ «lIpoekmyeaHHs  6I0mexHO/1021YHUX

gupobHuyms. Yacmuna 1. HopmamugHe 3a6e3ne4eHHs 610mMexHo102I4YHUX 8UPOOHUYM8» cmydeHmu




Mamb npodeMoHCmMpysamu maki pe3ybmamu Ha84YaHHA:
3HAHHA:
v’ 0CHOB8HUX Kamezopill HOpMamueHux 0oKymeHmie ma eumoz 00 ix 3micmy, eukaadeHHsT ma
0(POPMAEHHS;
3a2a/1bHUX NPUHYUNIB yNpasAiHHA AKICmIo npodyKyii;
HOpMAMuBHUX 0OKYMeHmMIi8 ma HaCmaHo8 CMOCOB8HO CUCMeM ynpasAiHHA AKICMI;
HOpMAamMueHoi 6a3u Ha/1eXCHOI BUPOBHUYOI NPAKMUKU AIKAPCbKUX 3aC006is;
cxeM nposedeHHss pobim 3 cepmudgikayii npodykyii, cepmugbikayii cucmem sikocmi, amecmayii
8UpPOb6HUYMBA;
8uMo2 00 0(POPMAEHHS AHAATMUYHOI HOpMAMUBHOI dOKyMeHmayii, pe2aameHmie 8Upo6HUYM8Ea
6iomexHo/1021YHOI ma papmayesmu1HoOi npodyKyii.
YMIHHA:
v’ auasizyeamu HOpmamueHi 00KyMeHMuU pi3HUX pi8HI8 Ma NPU3HAYEHHS;

NSRRI
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v’ 3acmocosysamu 3aKoHOO0A84y ma HOPMAMueHO-mexHiuHy doKymeHmayito Ha hidnpuemcmeax
6iomexHo102i4HOI ma ¢papmayesmuuHoi 2any3i;

v\ aHasizygamu ma eukopucmosysamu 0OKyMeHmayiro wodo nposedeHHs cepmudikayii

npoodyKyii;

aHasaizygamu ma 6bpamu yvyacmb 8 cucmemax yYnpaeaiHHs SIKICmo Ha nidnpuemcmeax

6iomexHo/1021YHOI ma papmayesmu1Hoi 2any3i;

8UKOpUCMO8Y8AMU NPUHYUNU [ NPABUIA HANAEHCHOT BUPOOHUYOT NPAKMUKU;

cKa1adamu aHaAiMmuyHo-HopmamueHy dokymenmayir (AH/]) Ha aikapcbKi 3acobu;

ogopmaoeamu 38imu 3 HaQyk080-0ocai0HOi pobomu;

po3pobaweamu ma o0gopMaA8aAMU BUPO6HUYY MeXHIYHY O0O0KyMeHmayio uodo eedeHHs

MexHO/102IYH020 Npoyecy.
doceio:

3acmoco8y8aHHs1 3ak0H00a84yoi ma HOPpMAMUBHO-MEXHIYHOI dOKyMeHmayii;

V' KOpucmyeaHHsi HOpMamugHuUMu AOKymMeHmamu wodo 6iomexHos02ivHOi ma gapmayesemuyHoi
npodykyii;

v po3pobKu 8upobHU4OI mexHiuHOi doKyMeHmayii Wjodo 8e0eHHs MeXHO102IYHO20 npoyecy.

NN NN
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2. MpepekBi3uTU Ta NOCTPEKBI3UTU AUCLUNIHU (MicLe B CTPYKTYPHO-NIOTNUHIA CXeMi HaBYaHHA 33
BiANOBiIAHOIO OCBITHLOIO NPOrpPamolo)

3a ceoim amicmom ducyunaina “IlpoekmysaHHs 6iomexHoA02iYHUX 8upobHUYmM8. YacmuHa 1.
HopmamueHe 3a6e3neyeHHss 6iomexHO./102IYHUX SUpo6HUYMB” 6a3yemucsi Ha 00c8idi [ 3HAHHSX
cmydenmis, 3006ymux npu 3ac80€HHI ducyuniiH ,3az2anbHa MIiKkpob6iosno2isi ma eipycosaozis’,
,3az2aabHa 6iomexHosoeia”, ,['enemuka”, «[I[pomucaosa ekos02is1» moujo.

KomnemeHyii, 3HaHHs ma 6MIHHS, WO cmMydeHmu OmpumyrHms 8 pe3y/abmami HA84aHHS 3
daHoi ducyunaiHu Heob6XiOHI 045 8us4YeHHss HacmynHux ducyunsiiv: «EkoHomika [ opeaHizayis
supobHuymea», «OxopoHa npayi ma yusiabHull 3axucm», «Konmpoas ma kepysaHHs
6iomexHo/02iYHUMU hpoyecamuy. | 204108HE, OMPUMAHHS KOMnemeHyill 3 Ha8Ya/1bHOI ducyunaiHu
IIpoekmyesaHHs 6iomexHo/102IYHUX BUpPOOGHUYMB” € HeoOXiOHOW CK/1ad080H 045 NPOX0O0NHCEHHS
NpaKkmuKu, BUKOHAHHS UNJIOMHO20 NPOEKMY ma yCcniuHo20 3axucmy ounjaomy 6aka.iaspa.

3. 3micT HaBYaNbHOI AUCLUNAIHN

Po30in 1. Cmandapmu3sayis. Budu HopmamugHux doKymMeHmis, ix ocobaugocmi ma sumoau 00 ix
3micmy, 0ghopMaeHHS Ma BUKOPUCMAHHS
Tema 1.1. 3azanvHi 8idomocmi npo cmaHdapmu3ayito



Tema 1.2. Budu HopmamugHux doKyMeHmMie ma ix ocobaugocmi
Tema 1.3. Opeanu cmaHdapmus3ayii 8 YKkpaiHi pi3Hux pieHie
Tema 1.4 Bumozu 0o po3p06.1eHHs, BNPO8AOHCEHHS MA BUKOPUCMAHHA CMaHAapmie pi3Hux
pIi8HI8 8 YKpaiHu
Po3din 2. HopmamueHna dokymeHmayis wjodo cucmem ynpasaiHHs SKicmio
Tema 2.1. TepmiHosozisa wodo cucmem sikocmi
Tema 2.2. MiscHapooHi cmandapmu 1SO ma OHSAS
Po3din 3. 3akoHodasua ma HopmamusHa 6a3a w000 CM8OPeHHs ma 8UPOOHUYMEA 610MeXHON02IYHOT
ma gapmayesmuyHoi npodykyii
Tema 3.1 MixcHapodHa HopmamusHa 6a3a ujodo ynpasaiHHs sikicmio 8 2a1y3i
6iomexHos02ii 1 papmayii
Tema 3.2 OcHO80N0/102HCHI HOpMAMUBHI OOKYMeHMU wodo 6i0mexHo.102IYHOI ma
¢papmayesmuyHoi npodykyii 8 YkpaiHi
Tema 3.3 HopmamueHi 00OKyMeHMU CMoco8HO NPpo8edeHHS O0KAITHIYHUX D0CAI0HCEeHb
Tema 3.4 HopmamugHi d0OKyMeHmMu cmoco8HO Npo8edeHHs KAIHIYHUX 8UNPO6Y8aHb
Tema 3.5 [lepacasHa peecmpayisi Nikapcbko2o 3acoby ma nicasapeecmpayitiHuti Haz/as0 8
Ykpaini
Tema 3.6 [lepacasHa papmakonesi YkpaiHu ma iHwi HOpmMamugHi 0OKyMeHmu, wo
pezaameHmyms KOHMpOJib AIKOCMI AIKapCbKUX 3aco6ie
Tema 3.7 HopmamugHi doKymeHmu wodo 8upobHuymea 6iomexHoa02i41Hoi ma
¢dapmayesmuyvHoi npodykyii 8 Ykpaini ma ceimi
Po30in 4. Cepmudbikayiss 6iomexHos02iuHoi ma papmayesmuyHoi npodykyii ma akpedumayis
Tema 4.1. Cucmema cepmudpikayii
Tema 4.2 Akpedumayis

4. HaBuanbHi matepianu Ta pecypcu
Ba3zoei iHdhopmayiliHi pecypcu

1. JACTY 1.5:2015 «HayioHaabHa cmaHdapmu3ayis. IIpasusaa po3pob/eHHs, 8UKAAOAHHS ma
0popMAEeHHS HAYIOHANbHUX HOPMAMUBHUX OOKYMEHMIB»

3akoH YkpaiHu «IIpo sikapcwKi 3acobu»

Hacmawoea CT-H MO3Y 42-01:2003 «/likapcbki 3acobu. TexHo02iuHUll npoyec. [JokyMeHmayis»
Hacmawoea CT-H MO3Y 42-4.0:2020 «/likapcbki 3acobu. HasexcHa 8upo6HUYa npakmuka»
Capanua I'A. Memposozis, cmaHdapmu3ayisi, 8idnogidHicmb, akpedumayisi ma ynpas/aiHHSA
saxicmio: [liopyuHuk. - K.: [lenmp HasyaabHoi aAimepamypu, 2006. - 672 c.

Lk LN

Jodamkoei ingpopmayiliHi pecypcu

HepaicasHa cayxcba Ykpainu 3 nikapcbkux 3acobis - www.diklz.gov.ua
HepicasHa ®apmakones YkpaiHu (YuHHe 8UOaHHS1)
Hepacasnutl ekcnepmuuti yeump MO3 Ykpainu - www.dec.gov.ua

RN =

JACTY ISO 22000:2019 «Cucmemu ynpasniHHA 6e3neuyHicmio xapyosux hpodykmis. Bumoau 0o

6ydb-1KUX 0p2aHi3ayili Xap4uo8020 AAHYK2a»

5. JCTY ISO 9000:2015 «Cucmemu ynpaeaiHHsi sKicmioo. OCHOBHI NOJ/0NCEHHS MdA C/A08HUK
mepMmiHie»

6. JCTY ISO 9001:2015 «Cucmema ynpasaiHHs sikicmio. Bumoau»

N

JICTY OHSAS 18001:2010 «Cucmemu ynpas/iHHs 2i2ieHO0 ma 6e3nekor npayi»
8. JICTY OHSAS 18002:2015 «Cucmemu ynpaehiHHs 2i2ieHOl0 ma 6e3nekor npayi. OCHOBHI
NpUHYUNuU 8UKOHAHHA sumoz OHSAS 18001:2007»


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

9. 3akoH YkpaiHu «IIpo depicasHull KOHMPOab 3a AOMPUMAHHAM 3AKOHOOA8CMEA Npo Xap4osi
npoodyKkmu, KOpMmu, NO6GIYHI NPOOYKMU MBAPUHHO20 NOXOO0NCEHHS, 8eMEPUHAPHY MeJUYUHY ma
6.1a20N01y44s1 MEAPUH»

10. 3akoH Ykpainu «IIpo depicasHull puHkosull Ha2a50 | KOHMPOAb HeEXapuo8oi NPoAyKyii»

11. 3akoHn Ykpainu «IIpo ocHo8HI npuHyunu ma eumoz2u 00 6e3nevyHocmi ma sIKOCmi Xapyoeux
npooykmie»

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

13. Hacmanosa CT-H MO3Y 42-6.0:2014 «/likapcoki 3acobu. [JokaiHiuHi docaidxiceHHs siK nidrpyHms
KAIHIYHUX 8UNPO6Y8AHb 3a y4acmio JHOUHU ma peecmpayii AIkapcbKux 3aco6bie»

14. Hacmanosa CT-H MO3Y 42-4.1:2011. «/likapcbKi 3acobu. [Jocbe 8upobHUYOI 0lnbHUYI»

15. Hacmanoea CT-H M0O3Y 42-7.0:2008 «/likapcoki 3acobu. HasedxcHa KAIHIYHA NpakmuKa»

16. Hacmanosa CT-H MO3Y 42-8.1:2013 «/likapcoki 3acobu. PapmayesmuyHa po3pobKa
6iomexHo/1021YHUX ma 6i01021YHUX NPOJYKMIie»

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

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

HaB4YyanbHUI KOHTEHT
5. MeToguKa onaHyBaHHA HaBYaZIbHOI AUCLUNANIHU (OCBITHBOrO KOMMNOHEHTA)

I[lpomszom e6usveHHs1 ducyunaiHu «lIlpoekmyeaHHs1 6I0MEXHO/A02IYHUX BUPOOGHUYMBY
3an/1aHO0BAHO NpPOBEJeHHs JAEKYIUHUX [ NpaKkmMu4HUx 3aHsimb. biabwicmb npakmuyHUx 3aHsIMb
6axcaHo npogodumu nicasi AeKYIUHUX 3aHsiMb 3a O0aHOKW MeMOK, OCKIAbKU B0HU YACMKOB80
r'pyHMylomuCsi Ha Mamepianax AeKyit.

Jlekyilini 3aHammas:
Ne Hazsa memu sekyii ma nepesiik 0CHOBHUX NUMAHb
1. Po30din 1. CmaHdapmu3ayis. Budu HopmamugHuUx doOKymMmeHmis, ix oco6ausocmi ma

sumozu 9o ix 3micmy, 0hopm/1eHHSI ma 8UKOPUCMAHHSA

Tema 1.1. 3a2aawvHi 8idomocmi npo cmaHdapmu3ayiro

CmaHdapmus3ayisi — sudHavyeHHs, npedmem cmaHdapmu3sayii, 06’ekmu cmandapmusayii,
cy6’ekmu cmaHdapmu3sayii, eudu cmaHdapmu3sayii.

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

OcHo8HI 8udU ma 0co6aUB0CMI HOPMAMUBHUX OOKYMEHMIB: HOPMAMUBHO-NPABO8I AKMU
(HIIA), Koncmumyyis YkpaiHu, kodeKkcu, 3aKOHU, Ni03aKOHHI akmu (Hakasu,
pO3N0ops10#ceHHs, NOCMAHO8U MOW|0), NO/0}CEHHS, IHCMPYKYIi, pec1ameHmu, npasua,
caHimapHi Hopmu, 6ydigesbHI HOpMU.

Tunu HopmamusHux doKymeHmIi8 8 3aexcHocmi 8id 06'ekma cmaHdapmu3ayii, N0/10X4CEeHb,
SAKI Micmumb doKymeHm, ma npoyedyp HadasaHHs oMy YUHHOCMI: cmaHdapmu, mexXHiuHi
YMO08U, HACMAHO8U, NPABUA, pe2AaMeHMU, peeEcmpu, Kadcugpikamopu, kKama/o2u moujo.
Kaacugikayis cmandapmis 3as1excHo 8i0 06'ekma cmaHdapmu3ayii, ckaady, 3micmy, cgepu
disl/IbHOCMI Ma Npu3HAaYeHHs1: 0epiHcasHi, 2any3esi, cmaHdapmu HAyKO80-MEeXHIYHUX MAa
IH)ceHepHUX mosapucma I cnizok YKkpaiHu, mexHiyHi yMosu YKpaiHu, cmandapmu
nionpuemcms, kodekcu ycma/eHoi npakmuku.

IIpo6Hi cmaHdapmu.

CmaHdapmu 0608 '513k08020 [ d06P0BIIbHO20 BUKOPUCMAHHS.

[lo3Ha4eHHs1 HOpMaMU8HUX 0OKYMeHMIB.

l'apmoHizo08aHi HOpmMamueHi 0OKyMeHmMu: 8U3HAYEHHS, MUNU 2apMOHI308aHHOCMI.
[lopisHsinHi cmandapmu.




Tema 1.3. Op2aHu cmandapmu3ayii 8 YKpaiHi pi3Hux pieHie

OpzaHu depacasHoi cmaHdapmu3sayii (¢pyHKYii ma ocHoeHI 3a80aHHS):
Hepaccnoxcusincnekyisa Ykpainu, YkpaiHcbkull HaQyko8o-0ocaioHUll IHcmumym
cmaHdapmu3ayii, cepmugikayii ma inpopmamuxku, [eprcasHe nionpuemcmeo "Haykoso-
docaidHutll iHcmumym memposo2ii euMIipr8aIbHUX | ynpasasouux cucmem”,
"BceykpaiHcbKull depacasHull HaQyKkog8o-8upobHU4uUll yeHmp cmaHoapmu3sayii, Mempooelii,
cepmudpikayii ma 3axucmy npas choxcusauisg”, /lepacasHe nionpuemcmeo «YKkpaiHcbkuii
Hayk080-00cAI0HUll [ Hag4a1bHUU YeHmp npobaem cmaHdapmu3ayii, cepmugpikayii ma
ssKoCcmi», mexHiYHI kKoMimemu i3 cmaHdapmu3ayii.

OpzaHu eanysesoi cmandapmu3sayii (¢pyHKYIi ma 0CHOBHI 3a80AHHS1): CAYH6U
cmandapmusayii MiHicmepcms, 20108HI (6a308i) op2aHizayii 3 cmaHdapmusayii 8 nesHitl
eanysi, cayxcba cmandapmu3sayii nionpuemcmea/opeaHisayii.

OpzaHu cmaudapmu3ayii 8 2aay3i papmayesmuyHux ma 6i0mexHO/02IYHUX BUPOOHUYME
ma ix ocHosHi yHkyii: MO3 Ykpainu, [lepacasHe nionpuemcmso “/lepicasHutll ekcnepmHuil
yeump MiHicmepcmea oxopoHu 30opos’s Ykpainu”, [lepyicasua cayxrcoa YkpaiHu 3
AIKapcbKux 3acobie ma KOHMpoOJ10 3 HAPKOMUKAMU, YKpaiHCbKull yeHmp Haykosoi
MeduuHoi iHgpopmayii ma nameHmHo-aiyeHsitiHoi po6omu MO3 YkpaiHu
«YkpmednameHmiH@opM» moujo.

Cayxcb6a cmandapmusayii nionpuemcmea/opeaaHisayii: yHKyii, cmpykmypa.
HopmokoHmpoab, sk 00Ha 3 QYHKYIl cayxHcou cmaHdapmu3ayii Ha nionpuemcmai.
[IpusHaveHHs1 ma 8udU HOPMOKOHMPOH.

Yuigikayis, sik o0He 3 3a80daHb cayxic6u cmaHdapmu3ayii Ha nionpuemcmsi. Budu

YHigikayii.

Tema 1.4 Bumoz2u 00 po3po6./1eHHS, BNPOBAINHCEHHS Md 8UKOPUCMAHHS cmaHdapmie
PI3HUX pi6Hie 8 YKpaiHi

Ilopsdok po3pob.aeHHs | 3ameepdiceHHs1 0epHasHUX cmaHdapmis.

Ilopsdok po3pob.aeHHs, nobydosu, sukaady ma 0hopMAEHHS MeXHIYHUX YMO8.
Ocob6.1usocmi po3pob.ieHHsl, 3ameepdxHceHHs1 ma 3acmocy8aHHs cmaHdapmie
nionpuemcmaa.

Jepacasruil Haz50 3a 8npo8adHceHHAM | dodepicaHHAM cmaHdapmis.

Po30ia 2. HopmamueHa doKymMeHmayis ujodo cucmem ynpaeaiHHs 1IKicmio

Tema 2.1. TepmiHosozisi yjodo cucmem sikocmi

3azanvHi mepmiHu cmocosHo sikocmi (3a JJCTY 3230-95i ZICTY 1SO 9000:2015): sikicmp,
cucmema ynpasaiHHa AKICmr, noAIimuKd 8 2a/1y3i AKocmi, ynpasAiHHA AKICM, Kepy8aHHA
siKicmi, 3a6e3neyeHHs1 SKocmi, HACMaHo8a 3 IKoCmi, npo2pama sikocmi,
gidnogidHicmb/HegidnogidHicmb, npocmesxcysaHicms, sepugdikayis.

[loHamms cucmemu sikocmi. [lemast akocmi.

Tema 2.2. MisxcHapodHi cmaHdapmu ISO ma OHSAS

Opzanizayii mixcHapodHozo pigHs ujo npayroms 8 2aay3i cmaHdapmusayii (1SO, IEC, CEN,
CENELEC). ®yukyii ma cmpykmypa 1SO.

MixcHapodui cmandapmu ISO. Cmandapmu ISO cepiii 9000, 10000, 14000, 19000 - cgpepa
3acmocy8aHHsi, 0c06aU80CMI.

Cmandapmu ISO 6 Ykpaini. Cucmema cmandapmis JJCTY 1SO 9000.

Cucmema cmaundapmis /ICTY ISO 14000.

JACTY ISO 19011:2012 HacmaHosu ujodo 30ilicHeHHs1 aydumis cucmem ynpasaiHHs: 3micm,
NPU3HAYEHHS.

Cepist mincHapodHux cmandapmis OHSAS 18000: npusHauenHs. YunHull 8 YKkpaiHi
cmandapm /JICTY OHSAS 18001:2010. Cucmemu ynpas/iHHs 2i2ieHO0 ma 6e3nekoro npayi:
3Micm, NpU3HAYeHHs.

Po3dia 3. 3akoHOdag4ya ma HOpMamueHa 6a3a uyodo cmeopeHHs ma 8UPOGHUYmMaea
6iomexH0.102iYHOi ma hapmayeemuyHoi npodykyii

Tema 3.1 MixcHapodHa HopmamueHa 6a3a wodo ynpasaiHHA siKicmio 8 2any3i
6iomexHo102ii | hapmayii

Cy6’ekmu MixcHapodHoi cucmemu 3abeaneveHHs akocmi papmayesmuyHoi npodykyii: WHO,




EC, PIC, IFPMA, FDA.

OcHo8HI mepMiHU, Uj0 3aCMOCO8YIOMbCS HA emanax CMeopeHHs, BUPObHUYMea ma
3acmocyeaHHs papmayesmu4Hoi npodyKuyii.

JKummesuii yuka JI3.

MixcHapodHi HacmaHosu (HasexcHi papmayesemuyuHi npakmuku, GXP), wo cmocyombcsi
CMBOpeHHs, BUPOOHUYMBA Ma 3acCmocy8aHHs papmayesmuuHoi npodykyii (eudu ma
npusHaveHHs): GLP, GCP, GMP, GEP, GDP, GPP, GSP, GPvP, GPEP, GRP.

Tema 3.2 OcHO80N0/102iCHI HOpMamMue8Hi dOKyMeHMuU wjodo 6iomexHo102I4HOI ma
dapmayeemuuHoi npodykyii 8 Ykpaiui

3akon Ykpainu (3Y) “Ilpo aikapcoki 3acobu”: 3micm ma ocHO8HI nosodceHHA. bazosi
3aK0HO0ag4i NpUHYUNU Ma 0CHOBU CMBOPEHHS, BUPOOHUYMBA MA 3aCMOCYy8aAHHS
AIKapcbKux 3acobis, sKi npedcmas.ieHi y guaasadi eionogidHux cmametl 3akoHy YkpaiHu
“Ilpo aikapcwki 3acobu”,

3Y IIpo ocHo8HI npuHyunu ma sumo2u 0o 6e3neyHocmi ma ssKocmi xap4o8ux npodykmis.
3Y [Ipo 0xopoHy HABKOAUWHbLO20 NPUPOIHO20 cepedosulya

3Y Ilpo depicasHull KOHMPOIb 3a OMPUMAHHAM 3AKOHOOA8CMBA NPO Xap4o8i npodykmu,
KopMU, No6IYHI npodyKmu meapuHHO20 N0X00X4CeHHS, 300p08’st ma 621a20n01y44st meapuH
3Y Ilpo depicasHull KOHMpPOIbL 3a 0OMPUMAHHAM 3AKOHOAA8CMBA NPO Xap4o8i NPpodyKmu,
KopMU, N06IYHI npodyKmu meapuHHO20 N0X00XHCeHHS, 300p08’st ma 621a20n01y44st meapuH
3Y Ilpo 6e3neunicmv ma 2icieHy KOpMi8

Tema 3.3 HopmamueHi 0OKyMeHmMu Cmoco8HO Npo8edeHHs 00KATHIYHUX 00C/1i0)HCEeHb
Hanexcna nabopamopHa npakmuka Good Laboratory Practice (GLP): 0CHO8HI N0/10M#CeHHS.
Konyenyis «mpbox R».

H/] wodo dokaiHIYHUX 00CAI0NHCEHD, WO € YUHHUMU 8 YKPAIHI:

3akoH YkpaiHu «IIpo sikapcoki 3acobuy,

3akoH YkpaiHu «IIpo 3axucm meapuH 810 #0pCMOKO20 NOBOOHNCEHHSI»,

Haka3 MO3 Ykpainu Ne 944 [Ipo 3ameepdiceHHs [lopss0Ky npogedeHHs1 AOKATHIYHO20
B8UBYEHHS IIKAPCbKUX 3ac06i8 ma ekchepmu3u mamepianie 00KAIHIYHO20 8UBYEHHS
JAIKapcbKux 3acobie

Hacmanosa CT-H MO3Y 42-6.0:2014 Jlikapcbki 3acobu. /lokaiHiuHi docaidxiceHHs 6e3neku
SIK niOrpyHmMs KAIHIYHUX 8UNPO6Y8AHb 3a y4acmio AHJUHU Ma peecmpayis AIKkapcbKux
3acob6is

JloKAIHIYHe 8UBYEHHS ATKAPCbKUX 3ac06i8: HanpsiMu, 8udu, mecm-cucmemu, op2aHidayis ma
nposedeHHs, dokymenmayis. Cmpykmypa npomoko/ly ma 38imy.

Tema 3.4 HopmamugHi 00KyMmeHmMu Cmoco8HO NpoeedeHHs1 KAIHIYHUX eUnpoGy8aHb
MixcHapodHi dokymenmu 3 emuku: HropHb6ep3vkull kodekc, ['enbciHcbka dekaapayis,
beavmonmckuti 36im. OcHO8HI nos10JceHHs ['eabCiHCcbKoi dekaapayii.

Hanexcna kainivHa npakmuka Good Clinical Practice (GCP): mema, ocHO8HI hpuHyunu.

H/] wodo kaiHIYHUX 8UNPOBY8AHbL, W0 € YUHHUMU 8 YKpQiHI:

3akoH YkpaiHu «IIpo sikapcbki 3acobu,

Haka3z MO3 Ykpainu Ne1169 gid 26 eepecHs 2017 "Jlikapcoki 3acobu. HasexcHa KAiHIYHA
npakmuka 42-7.0:2008"

Hakaz MO3 Ykpainu Ne690 6id 23 eepecHs 2009 "IIpo 3ameepdxceHHs [lopsadKy nposedeHHs
KAIHIYHUX 8UNPO6Y8aHb AIKAPCbKUX 3C06i8 ma ekcnepmu3u mamepianie KAIHIYHUX
sunpobysaHbs i Tunosozo noa0xceHHs Npo kKoMicii 3 numaub emuku"” Ha 81 cmop. 3 39
dodamku 3 popmamu 64aHKI8, WO 0POPMAOIOMBCSL

Haka3zu MO3 Ykpainu 3 dodamkamu, 8 ikux Hagodumucsi nepeik KB, wo do3goeHi 045
npoeedeHHs 8 YKpaiHi.

Kowmicisi 3 numaHb emuku npu 3ak1adi 0XopoHu 300poe’s: pyHkyii. Pazu ma sudu KAiHIYHUX
sunpobysaHs. /JokymeHmayis, o 0hopMAIEMbCS HA 8CiX emanax KAIHIYHUX 8UNPO6YBAHb.
KoHmposb nposedeHHs KAIHIYHUX 8UNpo6ye8aHs (aydum, MOHIMOpUH2)

10.

Tema 3.5 /JlepartcasHa peecmpayist 1ikapcbko20 3aco6y ma nicasipeecmpayitiHuil
Ha2.0 8 YKpaiHi
Hakasz Ne 426 6id 26.08.2005 [Ipo 3ameepdicernns [lopsidky npogedeHHs ekcnepmu3u



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

peecmpayiiiHux mamepia.ie Ha AIKapcbKi 3acobu, wo nodarmucsl Ha 0epHcasHy
peecmpayir (nepepeecmpayiio), a makox ekchepmusu mamepianie npo HeceHHs 3MiH 00
peecmpayiiiHux mamepia.ie npomsi2oM 0dii peecmpayitiiH020 NOC8I0YEHHS: OCHOBHI
mepMiHU, Ha wo nowupremucs [lopsadok, Kum nposodumucs, 0CHo8HI emanu. PeecmpayitiHi
Mamepianu (peecmpayiiiHe d0Cbe) - NPUSHAYEHHS, CMPYKMypa.

Jepacasnutl peecmp AikapcbKux 3acobie YkpaiHu

Iicasipeecmpayitinuti Haea50 (papmakoHaza50): BUBHAYEHHS, HAnpSMU pobomu, dxcepeaa
nogidom/1eHb npo No6IYHI peakyii Ha Alkapcbki 3acobu. HopmamueHi doKymeHmu, ujo
peayarrmsb JisibHicmb cucmemu papmMakoHaza50y 8 YKpaiHi.

11. Tema 3.6 JepycasHa ghapmakoness YKpaiHu ma iHwi HOpmamueHi d0OKymeHmMu, wjo
pez/1amMeHmyms KOHMpOoJ1b IKOCMI iKapcbKux 3aco6ie
HepicasHna papmakones YkpaiHu, IK 0CHOBHUU HOpmMamugHull 0oOKyMeHm, Wo
pea/1aMeHmy€e NUMAaHHs1 KOHMpOJIK KOCMI AiKapcbkux 3acobis. CmpykmypHa opeaHizayis
ADY. Memodu papmakonetiHozo aHanizy. CybcmaHyli ma 20mosi AikapcoKi popmu.
AHaaimuyHo-HopmamueHa doKymeHmayist Ha apmayesmuyvHull npenapam: 0CHO8HI
gumozu do 3amicmy, nobydosu, 8ukaadeHHs, opopmaeHHs. Ekchepmu3a, y32004ceHHSL.

12. Tema 3.7 HopmamueHi d0KyMmeHmMu w000 8Upo6GHUYmMaa 6iomexHo.102i4Hoi ma
gapmayesemuyHoi npodykyii 8 Ykpaini ma ceimi
OcHosHI mepmiHu. Baaidayisi ma ii eudu, Keasigikayis (o6aadHauHs) ma ii eudu.
IIpasusa HaaedxcHoi supo6Hu4oi npakmuku (Good Manufacturing Practice).
Xapakmepucmuka ma npusHa4eHHs1 GMP.

13. Tema 3.7 HopmamugHi d0KyMeHmMu w000 8Upo6HUYymMaa 6iomexHo.102i4Hoi ma
gapmayesemuyHoi npodykyii 8 Ykpaini ma ceimi
JliyeHsisi Ha 8UpPO6HUYMBO AiKapcbkux 3acobis: [lepenik dokymeHmis, sKull HA0AEMbCs
cy6’ekmom 20cnodapro8aHHs Ha suda4vy JAiyeHsii Ha BUPOOHUYMBO NIKAPCbKUX 3C06I8,
JliyeHsitiHuti peecmp 3 npomuc108020 8upobHuymea J13.
Jocbe 8upobHUUOI dibHUYI — BUBHAYEHHS ma 3Micm.
TexHo102iYHUT pe2aameHm: Xapakmepucmuka, coepa 3acmocy8aHHs, amicm. TexHo102iuHi
mumuyacosi peznamenmu (TTP), mexHosaoziuHi npomucaosi pecaameumu (TIIP) ma cgepu ix
3acmocy8aHHs.
TexHiyHUll peznameHm: xapakmepucmuka, chepa 3acmocy8aHHsl, 3Micm.

14. Tema 3.7 HopmamueHi doOKyMeHmMu w0odo 8upo6HuUymaea 6iomexHo/102ivHoi ma
¢gapmayesemuyHoi npodykyii 8 Ykpaini ma ceimi
Hacmawosa CT-H MO3Y 42-4.0:2020 «/likapcoKi 3acobu. HasnexcHa s8upobHU4a npakmuka.
[Ipu3HayeHHs1, 3micm.

15. Tema 3.7 HopmamugHi doKyMeHmMu w000 8Upo6HUYymaea 6iomexHo/102i4HOi ma
gapmayeemuyHoi npodykyii 8 Ykpaini ma ceimi
PigHi 3Hauywocmi dokymenmayii papmnionpuemcms.
Bupo6bHuva dokymenmayis: eudu, npu3HaveHHs, 3micm moujo.
1. po3dinu peecmpayitiHux 00Cb€ HA KOHKPEMHI AIKapcbKi 3acobu, 8 AKUX ONUCAHO
mexHo/102i4HI npoyecu ix supobHUYMa8a;
2. eidnosidHi dokymeHmu cucmemu sskocmi — memoduku CA
3. dokymenmayiro, 3a s1K0H 30iliICHIOHMb BUPOOGHUYMBO MA KOHMPO.1b KOHKPEMHOI
npooyKuyii.
- cneyudgikayii
- BUPOGHUYI peyenmypu ma mexHoa02i4HI iIHCmpyKuyii,
- [HCmpYKyii 3 naKy8aHHs,
- memoduku (COIl, ananimuyHi)
- NPOMOKOU.

16. | Po3dia 4. Cepmudpikayisn 6iomexHo.102iuHOi ma hapmayesmuyHoi npodykyii ma

akpedumayis

Tema 4.1. Cucmema cepmudpikayii

Cepmugbikayis, cucmema cepmudpikayii, cxema cepmupikayii, cepmugbikam gionogioHocmi,
3HAK 8idnogidHoCcMI.




Cucmema cepmudpikayii: op2aHizayiiiHa cmpykmypa, NpusHaveHHs, sudu disgAbHOCMI.
IIposedenHs cepmudgpikayii npodykuyii.

Ocobausocmi cepmu@ikysaHHs npodyKyii papmayesmuuHoi, 6iomexHo102IYHOI ma
Xap4yoeoi npomuca1080cmi.

Tema 4.2 Akpedumayis

Akpedumayisi: BUSHAYEHHS, NPUIHAYEHHS, 06’ EKMU.

3akoH Ykpainu “Ilpo akpedumayito opeaHis 3 oyiHku gidnogidHocmi”

OpeaaHu akpedumayii 8 Ykpaini (HayionanbHe azeHmcmeo 3 akpedumayii Ykpainu).
Akpedumayis opeaHise 3 cepmupikayii npodykyii 32ioHo 3 JJCTY 3411.

Aydumop: 8uU3HayeHHsl, BUMO2U.

Axkpedumayitina komicis Ykpainu (AKY) MOH Ykpainu: ¢pyHkyii, ckaad.

17.

HanucaHHAa M09y 1bHOI KOHMPO/ALbHOI po6omu (yacmuHa 2)

18.

IIpogedeHHsa 3a.1iKy

lMpakmuyHi 3aHAMMSA

Hazea memu npakmu4Ho2o 3aHsamms ma nepe/liK OCHOBHUX NUMAHb

Budu HopmamueHux doKymMeHmie md ix 0co6.1ugocmi. Bumozu do po3po61eHHs,
8Npo8aad}HCeHHs MMa 8UKOPUCMAHHS ClMaHdapmie pi3Hux pieHie 8 YKpaiHu

1. Knaacugikayis /JCTY 3a nowupeHHssM 1 2aay3310 3ACMOCYBAHHS: MIHCHAPOOHI,
MixcdepicasHi, pezioHa/AbHI, HAYIOHAALHI, 2asy3esl, cmaHdapmu  nidnpuemcmae
(opeanizayiti)
2. Knaacugikayis JCTY 3anexcHo 8i0 cneyudiku 06°€ckma: O0CHOBONOJI0NCHI
(opeaHizayiliHo-memoduyHi, 3a2a/1bHO MeXHIYHI, MepMIiHO/102i4HI), cmaHdapmu Ha
npodykyiv, cmaHoapmu Ha npoyecu, cmaHoapmu Ha nocaygy, cmaHoapmu Ha Memodu
KOHMpo/110, cmaHdapmu HA CYMICHICMb, cmaHdapmu 3a2a/1bHUX MEXHIYHUX 8UMO2
3. Cxkaadosi vacmuru /[CTY ma TY

Budu HopmamugHux doKyMeHmie ma ix oco6.augocmi. Bumozau do po3po6.1eHH4,
8nposadiceHHsA ma BUKOPUCMAHHs cmaHdapmie pi3zHUX pigHie 8 YkpaiHu

OcHOBHUX Xapakmepucmuku ma ocobaugocmi pizHux sudie H/]

HopmamuegHi doKymeHmu ujodo eupo6HuUymeda 6iomexHo/102i4Hoi ma
dapmayeemuynoi npodykuii 8 Ykpaini ma ceimi
Bupo6Huya HT/I. Budu, npagu.ia odhopmaeHHs. Po3po6ka COIl, memoduku, po604oi
iHcmpykuyii mowo
Kaacudgikayis, chepu 3acmocysanus, npukaadu cheyugikayiti
Kaacugikayis, cpepu 3acmocysaHus, npukaadu 8UpobHUYUX peyenmyp
Kaacudgikayis, chepu 3acmocy8aHHs, npukaadu iHcmpykyitl
Kaacudgikayis, chepu 3acmocy8aHHs, npukaadu npomoko1is
Kaacugikayis, cpepu 3acmocysaHus, npukaadu memoouk
Ocobausocmi po3pobku cheyugikayitl

S N N

HanucaHHusa M0Qy/1bHOi KOHMPO1bHOI po6omu (yacmuHa 1)

Budaua indusidyasivHux 3a6daHb cmocosHo H/l, wjodo 6iomexHo1021vyHOI ma
6iogpapmayesmuyHoi npodykyii ma Hacmanosu CT-H MO3Y 42-4.0:2020 «/likapcbKi 3acobu.
HasexcHa supobHUYa npakmuka»

HopmamueHi doKymMeHmu wodo 8Upo6HUYmMea 6iomexHo102iyHoi ma
dapmauesmuyHoi npodykuii 8 Ykpaini ma ceimi

Bupo6Huya HT/I. Budu, npagusia odhopmaeHHs. Po3po6ka COIl, memoduku, po604oi

iHcmpykyii mowo
Hopmokonmposb. Ekcnepmu3a mexH01021YHUX CxXeM.

HopmamueHi doKymMeHmu wodo 8Upo6HUYmMea 6iomexHo102iyHoi ma
dapmauesmuyHoi npodykuyii 8 Ykpaini ma ceimi

Bupo6Huya HT/I. Budu, npagu.a odhopmaeHHs. Po3po6ka COIl, memoduku, po6o4oi
iHcmpyKyii mowo

Excnepmusa COIl




7. 3akoHodas4ya ma HopmamugHda 6a3a w040 CMEOPEeHHs mad 8UPOGHUYMEa
6iomexHo.102iYHOi ma hapmayesmuyHoi npodvkuii 8 Ykpaini ma ceimi

1. Tunu H/J, wo 3acmocogyromubcsi npu cmeopeHHi ma po3pobyi Ho8oi npodyKyii
2. Tunu H/I, wo 3acmocogyromubcsi npu 8upobHUYymasi npodykyii
8. 3akoHodae4ya ma HopmamueHa 6a3a uj0d0 CMEOPEeHHs Mma 8Upo6GHUYMEa
6iomexHo102i4yHOI ma ghapmayeemuyHoi npodykuyii 8 Ykpaini ma ceimi
1 Tunu H/I, wo 3acmocosytomucsi npu peaaidayii npodykyii
2. Tunu H/I, wo 3acmocogyromubcsi npu 8UKOPUCMAHHI NpodyKyii
9. 3akoHodae4ya ma HopmamueHa 6a3a uj0d0 CMEOPEHH Mma 8UPO6GHUYMEd

6iomexH0102iYHOI ma hapmayeemuyHoi npodykyii 8 Ykpaini ma ceimi
Hacmanosa CT-H MO3Y 42-4.0:2020 «/likapcbKi 3acobu. HaaexcHa aupobHU4a npakmuka.
[Ipu3HayeHHs, 3micm.

6. CamocrTiiiHa poboTa cTyaeHTa

Camocmilina poboma cmydeHma CrnpaAMOBAHA HA Kpawie OraHy8aHHA 3HAHb W/AXOM
ocobucmozo nowyky 000amkKogoi iHhopmauii, (hopMy8aHHA GKMUBHO20 iHMepecy 00 MBop40o20
nioxody y HasyanbHili pobomi. Y npoueci camocmiliHoi pobomu 8 paMKax 0C8iIMHLO20 KOMIMOHEHMY
cmyoeHm NMosuUHeH HasYamuca 2AUubOKO aHaMI3ysamu cy4acHi nioxoou 0o po3pobKU ma 8rnpo8adHeHHs
HOBIMHIX MEXHO/02IYHUX piWeHb, AKi Marome 8i0N0BiOHE MNPAKMUYHE 30aCMOCY8AHHA HA OitoYux
8UpPObHUYMBax.

CamocmiliHa poboma nepedbauae nidecomosky 00 AeKyili ma [PAKMUYHUX 3AHAMS,
CaAMOKOHMPOAb Habymux 3HAHbL, ONMPAUBAHHA O0xcepes i3 CrucKy aimepamypu, 8UKOHAHHA 30800Hb
018 NPAKMUYHUX 3aHAMb, MNid2omosKa 00 MoOYaAbHOI KOHMpPosasHoi pobomu (MKP), nidcomoska 0o
CKAAOQAHHA 3as1iKy, moujo.

MoniTMKa Ta KOHTPO/Ib
7. MoniTMKa HaBYanbHOI gUCLUNAIHM (OCBITHBOrO KOMMNOHEHTA)

BidsidyeaHHsa 3aHsAmMb. Bidcymuicmb Ha sekyiliHomMy ma/abo npakmu4yHOMY 3aHsmmi He
nepedbavae HapaxyeaHHsi wmpag@Hux 6a.is, OCKiIbKU (iHAAbHUL pelimuHzo8ull 6ai cmydeHma
PopMyeEMbCA BUKAIOYHO HA OCHOBI OYIHIOBAHHS pe3y/bmamie Hag4yaHHs. Pazom 3 mum, npomszom
K0JiCHOI aekyii (3a 6ydb sikoi popmu npoeedeHHs1 3aHAMb — 04HA, JUCMAHYIUHA, 3MIiWaHA), 045
KOHMPO/IIBAHHS Y8AXCHOCMI ma akmugHocmi cmydeHmis, a makoxc 0151 8U3HAYEHHS CKAAOHIWUX
meM ma ix Kpawo2o onaHy8aHHs, 8UK/AAO0A4Y cmMasumbs psid NUMAHb, WO CMOCYHMbCS NOMOYHOI
memu, Ha SIKI KOJjceH npucymHili cmydeHm Haddae kopomky 8idnogidb 8 uam (Meet kaac-pymy, Zoom,
BBB, Telegram a6owo). Taka akmugHicme oyiHroemubcsi y g8idnogidHocmi do PCO. Ha npakmu4Hux
3aHAMMSIX BUKOHYHMbCA IHOUBIJya/bHi 3a80aHHS, sik 6e3nocepedHbO HA napi, mak i 3 nonepedHbo
nidecomosgkor (iHdusidyasbHi 3a80aHHS, npe3eHmMayis, yyacms y 062080pEHHSX, 3AHOMOBYBAHHS
mouwo) siKki makodic oyiHmuscs y gionogidnocmi 3 PCO.

3aHammsi, nponyuieHi cmydeHmoMm 6e3 no8axcHoi, nidmeepdiceHoi 00KyMeHMAa/AbHO, NPUYUHU
He gidnpaybogyrombcsi I 6aau 3a pob6omu, Wo HA HUX SUKOHY8AAUCL 8Mpavarmbucs. 3a ymosu
nponycky 3 NOBAXCHUX NPUYUH, CMyOdeHm Mae€ npaso (ase He 0608°513K080) sukoHamu eionogidHe
nucomoge npakmuuHe 3a80aHHS HA KOHcyabmayii (3a poskaadom KoHcyabmayil, oyHO a6o
ducmaHyitiHo) ma ompumamu 3a Hbo20 8idnosioHi 6asau. Taki 8idnpayr8aHHs BUKOHYHMbCS
cmydeHmoM 3a 1020 6a*CAHHAM, aje He ni3Hiue damu nposedeHHss MKP, vacmuHa 2.

Ilonimuka dedaaiiHie ma nepeckaadaHb. KonmposvHi 3axodu (MKP) ma 3asdaHHs Ha
NPAKMUYHUX 3AHAMMSX BUKOHYIOMbCS CMydeHmamu miAbKu 3a po3KAadoM, y 6CMAaHO8AeHUl 01
epynu 4ac, (BUK/1HYEHHsI — NepeHeceHHs1 HanucaHHs 2pynok (abo okpemux cmydeHmig) 8 383Ky 3



He00XiOHUM JOMPUMAHHAM 6€3NeK08UX yM08 abo 3 nonepediceHHAM eukaadaya ma o@PiYyiliHuM
niomeepoiyceHHsAM npu4uHu e8idcymHocmi cmydeHma HA HANUCAHHI pa3oM 3 2pynow) [ He
nepenucyrmaucsi.

Bci 3a80aHHs, W0 BUKOHYHOMbCA HA NPAKMUYHUX 3aHAMMSX (I OYHUX [ WO NnpulimMarmscs Ha
nepesipky 8 2ya/-KAdci 4u meliaiomM aboujo) 30arombubes | 8paxo8yromuCsi 8 cemecmposgull pelimuHz He
nidHiwe damu HanucaHHA Il vacmunu MKP. fIkujo 3a80aHHs1 BUKOHYEMbCS 8 pAMKAX naApu, Mo io2o
8i0npayo8aHHs 30IUCHEMbCA 3a PO3KAAOOM KOHCYAbMAayitl.

Iloanimuka wodo akademiuHoi do6pouecHocmi. [lonimuka ma npuHyunu axkademiyHol
dobpouecHocmi eu3sHa4veHi y po3dini 3 Kodekcy uecmi HayioHa/nbHO20 mMexHIYHO20 YyHIgepcumemy
Ykpainu «Kuiecbkutll nosaimexHivHuii iHcmumym imeHi leopa Cikopcbkozo». JlemasvHiwe:
https://kpi.ua/code.

Hopmu emuuHoi nogediHku. Hopmu emuyHoi nosediHku cmydeHmie [ npayigHukie
gusHaveHi y po3dini 2 Kodekcy uvecmi HayioHa/nbH020 mexHiYHO20 YHigepcumemy YKpaiHu
«Kuiscbkull nosnimexuivHuti iHcmumym imeHi leopsi Cikopcbkozo». [lemaavHiwe: https://kpi.ua/code.

8. BuAM KOHTPO/IO Ta PEUTUHIOBA CUCTEMA OLIHIOBaHHA pe3y/bTaTiB HaBuyaHHA (PCO)

MomoyHuili KOHMPOAbL: Ha eKyiliHux 3aHAMMAX 30ilCHIEMbCA Y 8U2AA0i HOOOHHA 8UKAadavem
NnUMaHs, WO CMOCyrMmMubCsi NOMOYHOI MmeMu, Ha AKI KOXCeH npucymdili cmydeHm HAdae KOpPOMKYy
gidnogidb 8 wam (Meet knac-pymy, Zoom, BBB, Telegram a6bowo). Taka akmugHicmb 0YyiHHEMbCS Y
gionogidHocmi 3 PCO. Ha npakmu4HuX 3aHAMmsx BUKOHYHMbCSl IHOugidya/bHI 3a80aHHS, SK
6e3nocepedHbo HA napi, mak i 3 nonepedHbo0 nidzomoskoio (npezeHmayis, yuacms y 062080peHHSIX,
3aHOMOBY8AHHS Mow0) sIKi makodc oyiHromucs y gionogioHocmi 3 PCO.

MoOoyneHa KoHMposasbHa poboma nposooumsCa 3 Memoro nepesgipKu AKOCMi CEhopMOBAHUX Y
cmyodeHmig yMiHb aHAMAI3y8amMu HOPMAMUBHI OOKYMeHMU Pi3HUX pieHi8 ma rnpusHayeHHA ma 0ocsidy
30CMoCco8y8aHHA 3AKOHO0ABY0I mMa HOPMAMUBHO—MEXHIYHOI OoKymeHmauii, Habymux 6rnpooosm
BUBYEHHA KpedumHoz20 mMooyar. ModysnbHa KoHmMposasHa poboma nodineHa Ha 08i yacmuHi (no 1
200UHI KOM(HA) | BUKOHYEMbCA 30 Pi3HUM mMeopemuyHuM mamepianom: nepwa — 3a 1 i 2 po3dinamu,
dpyea YyacmuHa — 3a 3, 4 posdinamu. KoxcHa yacmuHa MKP sense coboro mecm 3 numaHe, AKi
Hanexcams 00 pi3HUX munie: eubip npasunbHux/HenpasunbHux eidnosideli (00uH abo OeKinbKa),
8MnUCYB8aHHA €/108a 060 KOPOMKO20 peyeHHA mowo. Y pasi suasneHHA akademiyHoi HedobpovyecHocmi
nid Yac BUKOHAHHA MOOY/bHOI KOHMPOAbHOI pobomu abo rpu HANUCAHHI 3asikoeoi pobomu, cmydeHm
ycyB8aemeocA 3 3ax00y, @ pe3ysnemamu KOHMpPOsAbHO20 3aX00y HE 8paX08YHMbCA.

KaneHndapHuii KOHMponb: nposadumscsa 08i4i Ha cemecmp AK MOHIMOPUH2 MOMOYHO20 CMAaHy
BUKOHAHHA 8UMO2 cunabycy. AmecmosaHUMU 88aXAIOMbCA cmyodeHmu, AKi Habpanu HA MOMeHM
KaneHOapHO20 KOHMpPOso He MeHwe Hix 50 % 6anie 8i0 momo4yHo20 pelimuHay.

Cemecmposuli KOHMPOAb: 30siK, AKUU NposoouUMbCA Yy hopMi HAMUCAHHA Mecmoeoi 3asiKosoi
pobomu. lMepenik MUMaHb, W0 BUHOCAMbLCA HA 3aiK HagedeHul y Jodamky A.

Tabauysa sionogioHocmi pelimuHeosux 6asie OUiHKAM 30 YHIBEepPCUMEMCbKOK WKA/OHK:

Kinbkicme 6anie OuiHka
100-95 BiomiHHO
94-85 Llyxce 0obpe
84-75 Lobpe
74-65 3adosinbHo
64-60 JdocmamHeo

MeHwe 60 HeszadosinbHo



https://kpi.ua/code

He suxkoHaHi ymosu donycky He donyweHo

Ymoesu donycky 0o cemecmpoeo20 KOHMPOAKO: ceMecmposuli pelimuHe pisHul abo binswe 40
banis.

OUiHIOBAHHA pPiBHA 3HAHb 3 OucuunaiHu 0a4 cmyodeHmis MPoeooUMbCA 34 pelimuH2080H
cucmemoro, yMo8U AKOI HaB00AMbCSA 8 NMosaoxceHHi npo PCO 3 ducyunsiHu.

PeiimuHe cmydenma 3 ducyunJiHu cks1adaemucs 3 6a.1i8, W0 8IH OMpUMYye 3a:
1) 8ukoHaHHA 3a80AHb HA NPAKMUYHUX 3AHAMMSAX Ma cAMOCMIUHO
(ouHo ma/a6o ducmaHyiiiHo) 40 6anis
2) HanucaHHs ModyabHOI KOHMpoabHOI po6omu (MKP nodinssemubcs
Ha 2 yacmuHu mpusasicmio no 45 xe) - ducmaHyitiHo 60 6asie

CmydeHmu, saKi Habpanu npomszom cemecmpy pelimuHe RC<60 30608'a3aHi 6UKOHysamu
3071iKo8Yy KOHMPObHY pobomy.

CmyodeHmu, aKi Habpaau rnpomsazom cemecmpy HeobxiOHy Kinbkicme 6anie (RC260), marome
MOXKUBOCMI BUKOHY8AMU 30s1iKO8Y KOHMPOsbHY pobomy 3 memoro nid8UWEeHHA OUIHKU, Npu ybomy
nonepedHili pelimuHz cmydeHma 3 OUCUYUNAIHU CKACOBYEMbLCA | 8iH OMPUMYE OUiHKY MinbKu 3a
pe3ysbmamamu 3a1iKo8oi KOHMpPOos1bHOI pobomu.

3a pe3ynbmamamu 3as1iK080i KOHMPOAbHOI pobomu cmyo0eHm ompumye 3as1iK.

MonoxceHHsa npo PCO 3 ducyunaiHu 8 nogHomy 0bcA3i Hasodumeca 8 Jooamky b.

9. [OopaTtkosa iHpopmauin 3 gucumnaiHm (OCBiTHbOro KOMNOHEHTA)

B ymosax ducmaHyitiHoi a6o 3miwaHoi popmu nposedeHHs 3aHAMb 0p2aHi3ayisi 0c8IMHBLO20
npoyecy 30ilCHIEMbCS 3 BUKOPUCMAHHAM MEXHO/A02IU OUCMAHYIlIHO20 HABYAHHSA: naamgopmu
ducmanyitiHo2zo Has4aHHs «CikopcobKully, «EaekmpoHHull kamnycy». HasuaavHull npoyec y makit
¢opmi 30iticHIoEMbCS 8I0N0B8IOHO 00 3ameepdiHceH020 po3Kkaady HA8YA/NbHUX 3AHSIMb.

Po6ouy nporpamy HaB4YaNbHOI gucuunaiHu (cunabyc):

CKnapgeHo:

AoueHToM Kadeapu npomucnoBoi bioTexHosoril Ta biodapmalii,

K.6.H., BiToto MuxannisHoto J1iHOBULbKOO

YxBaneHo kadegpoto npomucnosoi biotexHonorii Ta biopapmau,ii (npotokon Ne 16 Big 23.06.2023 p.)

NoropyeHo MeToaunyHoto Komicieto BT (npoTtokon Ne 11 Big 26.06.2023 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/0OJNCEHHS 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.102i4HO20 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: npusnaueHHs. 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 Ykpairnu (3Y) “Ilpo aikapceki 3acobu”: 3micm ma ocHO8HI nooxceHHs. ba3oei 3akoHodasui npuHyunu ma
OCHOBU CMBOpEeHHsl, 8UPOBGHUYMBA ma 3acmocy8aHHsl JIKAPCbKUX 3dcobis, siki npedcmasseHi y eueasdi
gidnogidHux cmameti 3akoHy Ykpainu “IIpo sikapcoki 3acobu”,

3Y IIpo ocHosHIi npuHyunu ma sumoau 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 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 nosodcenHs. 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 0OKAIHIYHO20 8UBYEHHS JAIKAPCbKUX
3acobis ma ekchepmu3su Mamepiasie 0OKAIHIYHO20 BUBYEHHS NIKAPCLKUX 3AC00i8

Hacmanoea CT-H MO3Y 42-6.0:2014 Jlikapcoki 3acobu. [lokaiHiuHi docaioxceHHss 6e3neku sik nidrpynmsi
KAIHIYHUX 8UNPOGY8AHb 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, Benbmonmckuil 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 sepechus 2017 "Jlikapcwoki 3acobu. HanesxcHa KaiHiuHa npakmuka 42-7.0:2008"
Haka3z MO3 Ykpainu Ne690 gid 23 eepecnsi 2009 "llpo 3ameepdicenus I[lopssdky nposedeHHS KAIHIYMHUX
8UNnpo6ysaHbs NIKapcbKux 3acobie ma ekcnepmu3su mamepianie KAiHIYMHUX eunpo6ysaHs i Tunogozo no/10iceHHs
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 ogpopmaoemobcsl Ha 8CiX emanax KAIHIYHUX sunpobysaHb. KoHmposab nposedeHHs KAIHIYHUX
sunpobysaHs (aydum, MOHiMopuHz)

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

JepacasHull peecmp /ikapcbKux 3acobie Ykpainu

[icasspeecmpayitinuti Hazeaa0 (papmakoHaeand): 8UHAHEHHS, HANPsAMU pobomu, dxcepeaa nosidomsaeHs Npo
no6iyHi peakyii Ha Jaikapcvki 3acobu. HopmamuseHi doKymMeHmu, wo pez2yawioms OJis/IbHICMb cucmemu
¢apmakoHazasdy 6 YkpaiHi.

Jepicasna ¢apmakones YKpaiHu, K OCHOBHUU HOpMaAmMuBHUlU OOKYMEHmM, WO pe2AamMeHmye NUMaHHs
KOHMpo/ sKocmi JikapcbkKux 3acobis. CmpykmypHa opeauizayis J®Y. Memodu cdapmakoneliHozo aHa.izy.
Cy6cmanyii ma eomosi aikapcbKi hopmu.

AHasnimuvHo-HOpMamueHa 0oKymeHmayis Ha ¢apmayesmuyHull npenapam: OCHOBHI eumozu 0o 3micmy,
no6ydosu, sukaadeHHs, ogpopmaenHs. Ekchepmusa, y320034ceHHs.

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 papmnionpuemcms.

Bupo6Huya dokymenmayisi: eudu, npusHa4eHHs, 3mMicm moujo.

3azanbHi N010JCEHHS Ma 0CHOBHI npuHYuhu cepmud@ikayii.

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 e Ykpaini (HayioHasibHe azenmcmeo 3 akpedumayii YkpaiHu). Akpedumayisi opzaaHie 3
cepmudpikayii npodykyii 3eiono 3 [CTY 3411.

Aydumop: 8usHayeHHs, BUMO2U.


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

IMOJIOKEHHA

NMPO PEeUTHHIOBY CUCTEMY OLLiHKM YCHIITHOCTI CTYAEHTIB

«I[IpoeKTyYBaHHSA 6i0TEXHOJIOTiYHUX BUPOOHULTB. YacTuHa 1. HopmaTuBHE
3a6e3MeYeHHs 6i0TeXHOJIOTIYHUX BUPOOHUIITBY

B YyMOBaX OYHOT0/AUCTAHLiHHOI0/3MilIaHOTO HABYAHHA

OCBITHIi# cTyniHb

6aKaJaBp

Jlodamok b

creniaJbHIiCTh

162 - 6ioTexHoJI0Tii Ta OioiHXKeHepig

OCBiTHbO-TIpOdeciiiHa nporpama
JeHHa

dopma HaBUaHHSA

bioTexHoJi0rii

dakysbTeTy

BioTexHoJi0rii i 6ioTeXHiKn

PelTUHT cTyAeHTa 3 AUCLUILIIHU CKJIAJAEThCA 3 OasliB, 1[0 BiH OTPUMYE 3a:

1) BUKOHAHHS 3aB/laHb HA NPAKTUYHUX 3aHATTSX Ta CAMOCTiIMHO (04YHO Ta AUCTaHLiKHO) 40 6aJiB

2) HanmMCaHHS MOAYJIbHOI KOHTpoJibHOI po6oTu (MKP noginsieTbca
Ha 2 YaCTHUHU TPUBAJIICTIO 1O 45 XB) - AUCTAHLiITHO

Cucmema peilimuHzo8ux (8azoeux) 6a.1ie ma kpumepii oyiHI08aAHHA

60 6aJiiB

1. BUKOHAHHSA 3aBJaHb HA NPAKTUYHMX 3aHATTAX TA YV BUIJISA/Ii CAMOCTIHHOI pO6OTH
CTYJEHTIB - 0YHO Ta JUCTAHIIKHO

BaroBuii 6a - 40.

B YKpaiHi

NEeBHOT0 00'€KTY

dopmar TeMa 3aBJlaHHSA 6asu
Ha IPAaKTUYHOMY 3aHATTI 3arajsibHi BUMOTH 10 3MICTy, | aHaJIi3
(0o4HO YU OH-J1aKH) abo BUKJaay, opopmsienns JACTY | iHauBigyasibHOrO 2
odd-naitH ta TY JACTY
JOIIOBiJb 3
npeseHTali€o (40
5 xB) moA0 1
Ha MNPaKTUYHOMY 3aHATTI 3araJibHi BUMOT'HY /10 3MiCTy, | IpOaHaJi30BaHOTO
(04HO 4M OH-J1aliH) abo BUKIaLy, opopmaenns JACTY | ACTY
obd-akiH Ta Ty HOTATKH 111010
OCHOBHHUX )
XapaKTEePUCTUK
JACTY
Ha MNPaKTUYHOMY 3aHATTI
(0o4HO YM OH-J1aMH) abo HopMokoHTpoJb ekcnieptusa TC 4
odP-naitH
Ha NpaKTUYHOMY 3aHATTI
O4YHO ab0 OH-JIaWH 3 Bupo6uuya HT/l. Buau
p A B, po3po6ka COII 10
Jl0OTpaLlOBaHHAM npaBuJia 0popMJIEeHHS
CaMOCTiMHO
Ha NPaKTUYHOMY 3aHATTI Bupo6uuya HT/l. Bugu
p 4 p /. Buam, ekcrieptusa COII 5
O4YHO a60 OH-JIalH npaBuJia 0popMJIEHHS
HopMaTuBHI I0OKyMeHTH AHAJI3 YHHHOL B
B ryrJi-kiaci (CPC 3 P y Ykpaini HT/] Ta
. 1110/10 BUPOOHUIITBA
KOHCYJ/IbTallisIMU) Ha . . Ha/ZlaHHS
. 6ioTexHosIOTiUHOI T . 10
NPaKTUYHOMY 3aHAATTi OUHO . .. | mepeJiky, 1o
. dbapManeBTUUHOI NPOAYKILil
abo oH-JIallH CTOCYETBCSI




HopMaTuBHI fOKyMeHTH
11010 BUPOOHUITBA
6ioTexHoIOTiYHOI Ta
dbapmaneBTUYHOI MPOAYKIILii
B YKpaiHi

Ha NIpaKTUYHOMY 3aHATTI
(04HO 4M OH-JIaliH) ab0
odd-nakiH

JIOMOBIJb 3
npeseHTalji€o (40
3 XB) 0710
NpoaHaJi30BaHOIo0
JCTY

HopMaTuBHI fOKyMeHTH
11010 BUPOOHUITBA
6ioTexHOoJIOTiYHOI Ta
dbapManeBTUUYHOI NPOAYKILil
B YKpaiHi

iHAWBiAyanbHe
3aBJIaHHA 1110/10
aHaJsizy HactaHoB
CT-H MO3y

Ha NIPAaKTUYHOMY 3aHATTI
(0o4HO YU OH-J1aKH) abo
odP-naitH

3a yMOBU NPONYCKY 3 NMOBaXXKHUX NMPHUYUH, CTYJEHT Ma€ NpaBo (aje He 000B’I3KOBO) BUKOHATH
BiZiMOBi/HE MMCbMOBe NPaKTU4YHe 3aBJaHHSA Ha KOHCYJIbTalil (3a po3KJaZjoM KOHCYJIbTAllild, 0O4HO
abo AMCTaHIIMHO) Ta OTpUMATHU 3a HbOro 6asiu. Taki 3aB/jaHHS, 1[0 BUKOHYIOThCS Ha MPAKTUYHUX
3aHATTAX (I OYHUX i 10 NPUKUMAIOTHCA Ha NepeBipKy B I'yrJ-Kjaaci Y4 MenJioM abollo) 3[al0Thc i
BPaXOBYKTbLCSA B CEMECTPOBUU pEUTHHI He mi3Hiume gatu HanucaHHA Il wactunm MKP. fkujo
3aBJlaHHS BUKOHYETBHCA B paMKax MapH, TO WOTO BiANpalOBaHHS 3/iMCHIOETbCA 3a PO3KJIAL0M
KOHCYJIbTAlil.

CucremMa OLiHIOBAHHSA:

PiBeHb 3acBO€EHHA
bany, y e
HaBYaJIbHOTO . KpuTepii onjiHtoBaHHS
. BiicCOTKax
Marepiaay

peTesibHe BUKOHAHHS, aKypaTHe 0pOpMJIeHHS 3aB/laHHSA Y

«BiAMIHHOY 95-100 Biﬂl‘IOBiLLI:’IOCTi A.o MEeTOJIJMYHHX BKa3iBOK,
r7IM60KUM aHaJli3 3 BUCHOBKAMH, aKypaTHE Ta IOBHE
3aHOTOBYBaHHS
€ HECYTTEBI NOXMOKH Y BUKOHAHHI po60TH, a60 0popMIeHHSA

«JlyKe lo6pe» 85-94 | 3po6JieHe 3 TeBHUMMU HeJl0J1iKaMU, aKypaTHe Ta IOBHe
3aHOTOBYBaHHS

«106pe» 7584 € HECYTTEBI NOXUOKHU Y BI/IKOIHaHHi po6oTH, opopMIeHHS
3po6JieHe 3 NeBHUMU HeJl0JliKaMHU
3aB/laHHS BUKOHAHO He MOBHICTIO ab0 € 3Ha4YHi NOXUOKU B

«3aJl0BIJIbHO» 65-74 TEKCTi Ta 0pOpMJIeHHI
3aHOTOBYBaHHS BUKOHAHO He/l0aJo, He MOBHICTIO
3aB/laHHS BUKOHAHO He NOBHICTIO Ta € 3HAa4YHi NOXMOKU B

«0CTaTHbO» 60-64 TeKCTi Ta opopMJIeHHi
3aHOTOBYBaHHS BUKOHAHO He/l0aJo, He MOBHICTIO
BiZICYTHICTb 3HAaYHOI YaCTUHU POOOTH,

«He3a10BIJIbHO» <60 Jly>Ke oraHe BUKOHAHHS 3aB/IaHHS, BAKOHAHWM He CBil
BapiaHT

2. Moay/IbHUM KOHTPOJIb
BaroBuii 6a - 60.

Moay/ibHi KOHTPOJIbHI PO6OTH NPOBOAATHCH OYHO 200 JUCTAHUIWHO (B TYIJI-KJaci 3 KpeJUTHOrO
MOJZYJIIO) i CKJIQZJal0ThCA 3 TECTOBUX 3aB/aHb.

MKP BUMKOHYIOTbCS CTYJIEeHTaMU TiJIbKM Y BCTAHOBJIEHUH JJIS CPYNU Yac 3 0OMeXeHUM TEPMiHOM
BUKOHAHH4, (BUKJ/IIOUEHHS — IepeHECEHHS HalUCaHHS I'Pynolo (a6o OKpeMUX CTyZeHTiB) B 3B'I3KY
3 HEOOXiJTHUM JJOTPUMaHHAM 6e3MeKOBHUX YMOB abo0 3 MonepeKeHHsIM BUKJ/Ia/ladya Ta oiliiHUM
NiITBEpJKEHHAM MPUYMHU BIiJICYTHOCTI CTyJeHTa Ha HaNWCaHHI pa3oM 3 TIpymHow) i He
NepenucyrThCo.

KpuTepii olliHIOBaHHA Ta YMOBHU NPOBEJEHHA JUCTAHUINHO AOBOASATBHCS A0 CTYJEHTIB 3aBYaCHO,
nepeJi KO)KHUM KOHTPOJIbHUM 3axoZloM. MakcuMaJsibHa KiJbKicTh 6asiB gopiBHIo€e 30 6asiB x 2
yacTUHU = 60 6asiB.




CyucTeMa OLIiHIOBAHH:

PiBeHb 3aCBOEHHA
HaBYaJIbHOTO banu KpuTtepil onjiHOBaHHSA
Marepiany

«BiMiHHOY 29-30 IHOBHi npa?_uani BignoBiai (He meHie 95% BipHOI
iHpopmaii)

«ayKe 106pex 26-28 .AOCTaTHb(?"l'IOBHi B-i,ZLHOB.i,EL.i (ne meHe 85% npaBUIbHOI
iHpopmalii), abo BiANOBiZi 3 HE3HAYHUMU HETOYHOCTSIMU
nepeBaXXHO MOBHI BiANOBI/i (He MeHLIe 75% npaBUIBHOI

«J106pe» 22-25 | inpopmarii), a6o 4aCTKOBO BiANIOBi/li 3 HE3HAYHUMH
HETOYHOCTAIMHU
IepeBaXXHO NpaBUJIbHI BiZjoBizi (He MeH1e 65%

«3a/10BIJIbHO» 20-21 | npaBusbHOI iHdpopMallii), abo 4aCTKOBO BiAOBIAl 3
He3HaYHUMU HETOYHOCTSIMU
nepeBaXXHO NpaBUJIbHI BifnoBizi (He meH1e 60%

«4,0CTaTHbO» 18-19 | npaBuJibHOI iHpOpMaliii), 3Ha4Ha YaCTHHA HEMOBHUX ab0
3 HETOYHOCTSIMHU

«HEe3aJ0BiJIbHO» <18 | HenpaBuJibHI BifnoBiAi 6isblie Hixk Ha 40% nUTaHb

Po3paxyHok wikaau (R) peiimuHzy:
TakuM YMHOM, CEMEeCTPOBUM PEUTHUHT CKJIAJAE:
Rc=40+ 60 =100 6aiB
JloAaTKOBUX 3aBJaHb He NepeAsavdeHo.
Bci 3aBAaHHS, 110 BUKOHYHOTHCS Ha NMPAaKTUYHUX 3aHATTAX (I OYHHUX 1 10 NpUKMMaKOTbhCA Ha
nepeBipKy B T'yIJi-KJaci Y4 MeWIoM abolll0) BpaXxOBYIOThCS B CEMECTPOBUU PEUTHHT He Ni3Hilie
AaTtu HanucaHHd Il vactuau MKP.
Kanengapuuii koutposb (KK) cryzeHTiB Ha 9 Ta 15 THXKHAX ceMecTpy NPOBOAUTBLCA 3a
3HAUYeHHSM MOTOYHOTO peWTUHTy Ha yac KK. fIkuio 3HauyeHHs pedTuHry He MeHue 50% Bix
MaKCHMMaJIbHOTO MOXJIMBOTO Ha Yac aTecTallil CTyIeHT BBAXKAETbCS aTECTOBAHUM.
CeMecTpoBOI0 aTecTalli€l0 € 3aJiK, [0 TPOBOAUTHUMETHCS B I'YIJI-KJIaci. YMOBOIO JI0NYCKY /10 HbOTO
€ Rc 40 6auiB i Bu1lie.
CtypeHnTy, siki Habpan npoTtarom ceMectpy He MeHlie 60 % Big Rc, To6T0 60 6asiB i BUllle MalOTh
MOXJIMBICTh BKJIOYHO [0 JaTH NPOBEeJEeHHd 3aJiKy OTPUMATH 3aJliK «aBTOMAaTOM» BiANOBIZHO [0
HabpaHoro pedTuHry. [Ipy nepeszayax «<aBToMaT» He nepefoayeHo.
Jis oTpUMaHHA CTYJEHTOM BiJNMOBiAHUX OLIHOK HOro pelTUHroBa oliHKa Rc¢ mepeBoguTbCA
3rifHO 3 TabJIUIEIO:

R OyiHKa

95-100 BiMiHHO
85-94 Jly>Ke noope
75-84 Jlobpe
65-74 3a/10BiJIbHO
60-64 JOCTaTHbO
R <60 He3a/l0BiJIbHO
R <40 He I0NyUIeHO

CtyneHTH, ski Habpanu mnpoTsarom ceMectpy peUTHHr 40<Rc<60 30060B'si3aHi BUKOHYBaTH
3aJ1iKOBY KOHTPOJIbHY POGOTY.

Y BuNajKy, fIKILIO CeMeCTPOBUU PEUTHUHI CTyAeHTa MeHUHWU 3a 40 6asiB, CTyJeHTY HAJlAETHCS
MOXJIUBICTb 0ZjHOpa3oBo BUkoHaTu MKP, HanucaHy Ha MeHlly KijbKicTb 6asiB ab0 BUKOHATH
(mepepo6uTH Ha BUIMHK 6a/1) 3aBAaHHA. SKIo 6asiB Bce ogHO MeHIe 3a 40, TO CTY/IEeHT BUKOHYE
iHAMBIlyaJlbHY NTUCBMOBY POOOTY Ha KiJIbKICTh 6aJliB, 1110 HE BUCTAYA€E AJs JOMYCKY.

CtypaeHTH, sAKi Habpaid NOPOTArOM CeMecTpy HeobxiaHy KinbkicTb 6aniB (Rc260), MawTb
MOXKJIMBOCTi BUKOHYBATH 3aJ1iKOBY KOHTPOJIbHY POOOTY 3 METOI0 MiJ|BUILEHHS OL[iHKH, IPU bOMY
nonepeHii perTUHI CTY[EeHTa 3 LUCLUIJIIHU CKAaCOBYETBHCA 1 BiH OTPUMYE OLIIHKY TiJIbKU 3a
pe3yJibTaTaMHU 3aJ1iKOBOI KOHTPOJIbHOI pOOOTH.



3asiikoBa KOHTpPOJIbHA po60Ta MPOBOJAUTUMETbCS B TyrJ-Kjaci i ckiafaeTbcsd 3 50 TecToBUX
nuTaHb. BaroBui 6a1 KOXKHOTro NUTaHHA — 2.

KpuTepii oniH0BaHHA:

MOBHA NPaBUJIbHA BiJIOBiAb 2 6asu
BiZIOBiZib YaCTKOBO HeMpaBUJIbHA a60 HEMOBHA, ab0 BiJICYyTHA 0 6aJiB
MakcuMasibHa KiZIbKicTb 6aJ1iB 3a 3aJ1iKoBY po60Ty fopiBHIOE 2 6a1u X 50 nutanb = 100 6ais.

3a pe3yJsibTaTaMM 3aJliKOBOI KOHTPOJIbHOI POOOTH CTYJ€HT OTPUMYE 3aJiK y BigmnoBigHOCTI A0
HACTYNHUX KpUTEPIiB OLiIHIOBAHHA:

R sanikoea poGoTa Tpa,cu/miﬁﬂa Ol.liHKa
95-100 BiZMiHHO
85-94 JlyKe noope
75-84 Jlobpe
65-74 3a/10BiJIbHO
60-65 JOCTaTHbO
<60 He3aJ0BiJIbHO

[Ipu oTprMaHHi HE3aA0BiJILHOI OLIIHKY CTYAEHT MaE€ Jiulle 2 Cpo6H JJisl nepe3aadi y
BigmoBigHOCTI /10 rpadiky nepeckiaZlaHHsI 3a60proBaHOCTEMH.



