Honatok10

Ho [Topsinky MPOBEICHHS
MIATBEP/PKCHHS BIAMOBIIHOCTI YMOB
BUPOOHHMIITBA JIIKAPCBKUX 3ac00iB
BUMOTaM  HaJeXHOI  BUPOOHMYOL
NPaKTUKA

(myHKT 8 po3aity IV)

AJITOpUTM 3 KIacupikauii mopyueHb

IIpu xnacudikamii nopymenHs sk «Kputuyne» 1HCHEKTOpU MOBHHHI
BU3HAYMUTH YM ICHYIOTh YITKi JIOKa3HW, BPaXOBYIOYHM PU3HMK IIKOJH, SK 3a3HAYCHO Y
BU3HAYCHHI (MTPUKJIA]l HaBeACHUHN y OJIOK-CXeM1, pUCYHOK 1).

Komn «KputuuHe» TOpYIICHHS HE € YiTKO OYCBHJIHHUM, IOPYIICHHS MOXE
Oytu oninene sk «Kputnane», «CyrreBe» abo «HecyrreBe». HeoOXimHO BU3HAUUTH
Kaacugikallito, 3a KO MOXKHA JIOTPUMYBATHCS 3a3HAUYCHUX HIDKUE BKa3iBOK.

[IpoBecTr JeTalbHY OIIIHKY TOPYIIEHHS I BHU3HAYCHHS ITOYaTKOBOT
kiacugikaiii 3riHo 3 6JI0K-CXeMOI0, PUCYHKH 2 — 5.

[IpoBectu o1inky (akTopiB, siki a60 30UIBIIYIOTh, a00 3MEHIIYIOTh PU3HUK,
HE3JIC)KHO BiJl MOYATKOBOT Kacuikarlii, Sk OMucaHo B MOSICHEHHSX 00 (akTopiB,
10 MOKYTh BIUTMHYTH Ha M1IBUILIEHHS a00 3MEHILEHHS PU3UKY.

[TputinaTu pilieHHs MO0 TOTO, YU MOXE IMOYaTKOBa Kiacudikallis pU3uKy
OyTH TaKoI0, K OTTMCAHO B OJIOK-CXEMI, PUCYHOK 1:

MiBUIIUTH 32 PaXyHOK €(eKTiB, Kl 30UIBIIYIOTh PU3HUK, TOOTO BIUIMBY, IO
30UIBIIYE PU3UK;

3aJIMIINUTH O€3 3MiH, a00

3HM3UTH BHACTINOK €(EeKTiB, sIKi 3MEHIIYIOTh PHU3UK, TOOTO BIUIMBAIOTH HA
3HIDKEHHS PU3HKY.

dopMaTt HaNMMCaHHS Ta TPYMyBaHHS MOPYIIEHb TAKOX MOXKE OYTH YMHHHUKOM,

110 BIUTMBAE Ha KJIACU(IKAIIF0 TTOPYIIICHHS.
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brnok-cxema, pucynok 1 — Ipouec knacudikamii — Orsin

—

Edexr
3HI)KEHHS PU3HKY

Busasnennst nopymieHHs

Uu icHye npakTHKa aGo MPOLEeC, 10 IPU3BOIUTH 10
PH3HKY BUPOOHMIITBA ITPOIYKTY, IKH K | JUTHBHIA 115t
TarienTa, abo TaKoro, 10 MOXe MPU3BECTH JI0 MOSBH
IIKIJUIMBHX 3aJMIIKIB y XapyoBi MpoyKIlii TBAPHHHOIO
TOXO0 JUKEHHA?

Yu icHyBamH JIoka3u abo criocrepiranocs maxpaicTso,
HaBMHCHE CTIOTBOPEHHS Y HaBMHUCHA (anbcudikartis
TPOAYKTiB ab0 JaHuX ?

IIposecmu Komnaexkcry oyinky
Knacugyikauii nopywienns ons
nOYamKo06020 6U3HAYUEHHA AK

Kpumuunoi, cymmeegoi abo necy mmeeor
Hue. puc. 2

v

Ilposeoennsn ouinrosannsn enaugy
ehexmy niosunieHHA abo 3MEeHUL eHHA
PU3UKY

BincyTHiii edexr,
ITi IBUIIC HEsI a00 3HM)KEHHS PU3UKY

Kpumuune nopywiennsn

Edexr
i IBUIICHHST PH3HKY

TTinBuI eHAS
306eperxe HHs .
3HI/DKGHH;I~~ no}{)aTKOBo'f [10MATKOBOL
I1OYaTKOBOI Knacixanit kiacudikarii
Kiacu dikarii MOPYLICHHS
MOpyIIEHHs HOPYIICHHS
I }

Hecyrrese

MOPYLICHHS

KJACUDIKAIIA NOPYIIEHb

CyTTeBe
MOPYIICHHS

Kpurnune

[OPYIICHHS




brnok-cxema, pucynok 2 — Ilpouec knacudikamii — Orasa (IIpoI0BKEHHS )

Kpox 1
TTpoBecTH KOMIUIEKCHY OLlIHKY
Ki1acK iKawii mopymeHHs s
BHU3HAYEHHS HOro sIK KPUTHUYHOI'O,
CYTTEBOT'O YH HECYTTEBOTO

Y

9 icHyBaB 3HA4YHUI pU3H
3a0pyiHeHHs a00 nepexpecHoro
3abpyqHEeHHS?

Un icHyBaB 3HAYYI[UH PU3HK
OB’ sI3aHKit 3 00MaAHAHHM?

U icHyBaB 3HAUYLIHil PUSHK
TIOB’SI3aHUM 3 MIEPCOHATIOM ?

'

Mepeiiaite 10 KoKy 2
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HosicHI0BAILHi BKA3IiBKH

3HavyIni pu3MKU UL 3a0pyAHSHHS a00 MepexpecHoro 3a0pyaHeHH
€ TUMM, sKi MOXYTh NpPH3BECTH JO piBHIB 3a0pyJIHEHHs, IO
MEPEBHILYIOTh JOMYCTHMI PiBHI IIOACHHOI GKCIO3HLIT a0 B iHIIMX
BOKIMBAX CUTYallisIX, KOIM MOXE BHHUKHYTH 3a0pyaHEHHs
JiKapchKoro 3acoOy. lmocTpaTmBHI TpHKIagM MOXYTb BKIIIOYATH
BUICYTHICTh  cucteM  (QinbTpalii  HOBITPS  JUIS  YCYHCHHs
3a0pyHIOIOYHX PEYOBHH Yy MOBITPi, s5Ki, WMOBIPHO, MOXYTb
YTBOPIOBATHCS, HECMNPABHOCTI CHCTEM BEHTHIALN 3 O3HAKAMH|
MOLIMPEHOTO MEePEXPECHOro 3a0pyAHEHHS, HEHATEKHE PO3ALUTCHHS
MDK 30HamMM BHPOOHHMI[TBA 200 KOHTPOJIO BiJ iHIIMX BUPOOHMUMX
30H JUIS NpPOAYKTiB 3 BHCOKHM CTYNCHEM pHU3HKY, 3HAYHE
HAKONHWYEHH 3AIHIIKIB, IO BKAa3yIOTh HA HEHAIEKHE OUHMILEHHS a00
3Ha4yIi iHBasii.

IlosicHIOB AL Hi BKA3IBKH

3Hauyi pU3NKHU, MOB’si3aHi 3 00IaAHAHHSAM, € TAKUMH, SIKI OKPEMO
NpEJICTARLITHMYTh 3HAUYUMI pPU3HK. DIroCTpaTWBHI NpHKIIa u
MOXYTh BKJIIOYAaTH MOPYIICHHS pOOOTH aBTOKJIaBa abo BTpaTy
IIJTICHOCTI  COCYy 3 COPOYKOI0, IO IIPOMYCKAaE OXOJOJKyBad.
Henanexxna xsamidikanis (abo Bixcyrnicts kBamidikauii) He
BBAYKAETHCSI KPUTHYHOKO, SIKI[O HE [OB’s3aHa 3 1HIINMH YMHHHUKaMH,
0 TMifBHMIIYIOTh PU3WK, HANPUKIAL, OKa3W HECIpPaBHOCTI abo
BIICYTHICTh ~ HAJEKHOTO  MOHITODHHTY  JUIS  JIGMOHCTpALl
(yHKLI OHAJIBHOCTI.

I . .
[IfOCTpaTMBHUMH NPUKIAJaMU 3HAYYIMX DPH3HKIB, MOB’S3aHHX 3
MePCOHANOM, MOXKYyTh BKJIIOYaTH 0cCi6, sKi BiAmoBizawTe 3a
KOHTPOJIb SIKOCTI a00 BHPOOHMITBO, sSIKi HE MAlOTh HEOOXiaHOI
OCBITH, OB SI3aHOI 3 IXHBOIO POOOTO, i HE MAKTh JOCTATHBOIO
MPaKTUYHOTO JIOCBiy Y CBOIH chepi BiANOBigaIBHOCTI.

KPUTHYHE NMOPYIIeHHSA

ikamis

NMo4YaTKoBa Kjaacud
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Kpok 2
Iponowxkyiite ii, onmcani B
kpowi 1, BUKOHYyI04H
KOMILIIEKCHY OLHKY
KJacu ikarii mopymeHHs as
BU3HAYCHHSA HOr0 KPUTHYHUM

Yu icHyBaB 3HAUYILIHH PH3HK
OB’ 13aHAUIA 3 CHCTEMOIO SAKOCTi?

Uu icHyBaB 3HAUYLIHIl PU3HK
OB’ SI3a HMIA 3 LTI CHICTIO TaHUX?

Uu icHyBaB 3HAUYLIHIl PU3HK
OB’ I3 HUH 3 IPOLeCaMy
CTEPWILHOTO BUPOOHHUIITBA ?

Iepeiiaits 10 Kpoky 3

[TponoBxenns ponatka 10

IosicHIOBAJIbHi BKA3iBKH
[IIOCTpaTHBHUMH  NIPHKJIAAAaMM  3HAYyNIMX PU3HKIB, [OB’S3aHUX i3
CHCTEMOIO SIKOCTi, MOKe OyTH BiJCYTHICTB BiflJIly KOHTPOIIO SKOCTI abo
3a0e3MeyeH st AKOCTI, AKUH € CAMOCTIHHMM Ta HE3aJISKHHUM I IPO3JLIOM,
AKa HE Mae peanbHOi BIAmM Ui NPUHHATTA pillleHb, PO IO CBixyaTh
pileHHst, BiIXuaeHi BAPOOHHYMM Bi JIiIOM ab0 KepiBHULITBOM

HosicHIOB AL Hi BKA3iBKH
MipkyBanust mpu  Kiacuikauii KPUTHYHOTO MHOPYLICHHS [OBUHHI
BPaxOBYBaTH:
i) mponykr, skuii He Bimmosigae crnemugikanisM Opu BHIIYCKy a6o
TPOTSITOM TEPMiHY MPUIAATHOCTI;
ii) moBimomieHHS Npo «OaxaHWi» pe3yNbTaT, a He NPO (HaKTHUHHIH
pe3ynbTaT, 1m0 He BimmoBinae crneurdikamii mig dac 3BiTyBaHHS IPO
BurnpoOysanust QC, KpUTHYHI MapaMeTpy MPOAYKTY abo mpouecy.
BaxnuBo mnoOynyBaTH 3aragbHy KapTHHY a[JeKBaTHOCTi KJIIOYOBHX|

eneMeHTiB  (LIpoLleC  YNpPaBIIHHS [aHUMH, pO3po0Ka CHCTeM JuIs
TOJIETIICHHsT OOJIKY Y3rO/UKGHHX JaHMX, BHKOPHUCTAHHS Ta IepeBipka
Ay TOPCHKHUX CIIIB Ta J0CTyMy KoprcTyBadis IT TOI0) Ayist poBeneHHS
HaJiifHOT OWiHKK TOrO, 4M € 306iif B poboti KommaHii B mizomy abo me
HOPYLIEHHS 3 06MEeXEeHO0 cheporo i/ BIUHBY.

IHnuBinyansHi oGcraBuHl ((haKTOpH 3arocTpeHHs/ [OM’SKIICHHS) TaKOX
MOJKYTb BIIJIMBATH Ha OCTaTOYHY KJacH(ikaiito abo peryasTopHi aii.
IMpumirka: Leit mociOHMK 3acHOBYeThCS Ha MpoekTi «HanexHa npakruka
PIC/S womo ympaBmiHHS JAQHMUMH Ta UUTCHOCTI B PEryibOBaHMX
cepenosuuax GMP/ GDP.

N R R
lmrocTpaTHBHI NMPUKIAAM 3HAYYIMX PH3UKIB, MOB’A3AHMX 3 MPOLECAMH
CTEPHILHOTO BUPOOHHIITBA, MOXYTh BKJIFOYATH BiICYTHICTH ab0 3HaUyILy
HEHAJIC')KHY Ballilalif0 KPUTHYHHX MpPOLECIB CTepuIIi3alii, BiICYyTHICTH
BaIialii CHCTEM OTPUMAHHS BOJM JUIS iH’€KWiT 3 O3HAKaMH TaKHX
npoGieM, SK KUTbKIiCTH MiKpoOpramisMiB / eHIOTOKCHHIB, IO He|
BiAMOBIaI0Th crelmikaLisaM, He MPOBOJUTHCS HAOBHEHHS JKUBWIbHUX
CepeoBHIl, He MPOBOJUTHCSA KOHTPOIIb HABKOJIUIIHLOTO CepenoBHINa a60
MOHITOPHHI KMTTE3MaTHUX MIKpPOOPraHi3MiB TiJ Yac HAalOBHEHHS
aCeNTHYHO  HAMOBHIOBAHMX  MNPOJYKTIB,  NPOJOBKCHHS  OIepaii
aCeNTUYHOIO HAMOBHEHHs ICJsl OTPHMMAHHS HE3aJ0BUILHHX Pe3yJbTaTiB)
(acyBaHHsS TOKMBHUX CEPENOBUI, cepii, ki He NPOWNIN MEepBUHHE
BUNIPOOYBaHHI Ha CTEPUIIBHICT 0€3 HAIGKHOrO  PO3CIigyBaHHS,
HCHAICKHI yMOBH HABKOJNHMIIHBOTO CEPEJOBHINA JUISI  ACENTHYHHX
orepatiit a6o Bi ACYTHICTb TECTiB Ha TEPMETHYHICTh aMITyJL.

'

Y

ikanis

KpUTHYHE MOPYIIeHHsI

nepBuHHA KJaacud
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Kpok 3
Ipoyoikyiire xif, omicani B
KpoIi 2, BHKOHYH0UH
KOMILIGKCHY OLHKY
KknackiKanii opymenns as
BUBHAYEHHS OO CYTTEBHM

[TponoBxenns ponatka 10

cHOCTEpiranach NOPYIICHHS, BHACIIOK KOro G110 BUPOSHIEHO
41 MO0 GyTH BIPOOIIEHO MPOYKILiIO, O HE BiAMOBIae
PeECTpaLiiiHOMY NI0CBITHEHHIO, 103BOJTY HA MIPOBE/CHHS KITi HIYHHUX

aQyBab, crietdikaii mpogykty, Gapmakonei abo

TosicHioBA/IL Hi BKA3IBKH
Bymb-fike HeKpHTHMHE MOPYIICHHA, [0B'S3AHC 3 HEBIMOBIIHICTIO
peecTpaliiiHoMy TMOCBIIYEHHIO, JO3BONY HA MPOBCICHHA KIHIYHOIO
BinpobyBaHHs, cnemdikaiii poaykTy, Bumoram dapmarornei abo 10cke,
MOKE BBKATHCS CYTTEBHM TIOPYIICHHSM.

U iciysanu obcraBiHy, AKi He 3a0esnedyBanH edexTiBHe
BIIPOBA/KCHH KOHTPOIIGHIX 3aXOJiB, 1110 BiMaraioTscst GMP?

TAK—»

IosicHioBAL Hi BKA3IBKH
Bym-fii  HCKpHTHYHI ~[OPYIICHHA MOXKHA BBDKATH CYTTEBHM
TOPYLIEHHSM,  OCKUIbKH —He  Blajocs 3alesneuntd  edekrisHe
BOPOBAMKCHHA KOHTPONBHUX 3aX0%iB, mo Bumaraiotees GMP. Ili
TIOPYLLICHHS BKIIOYAIOTH TaKi, 1O:
(i) BruIHBAROTH Ha NIOKA3HUKH AKOCTI™.
(if) BrumBatoTh Ha onepani Ta KpuTHuHi napaverpu*. abo
(iii) Ha oGnanHanHs aGo MprIaIH, TIOB’s13aHi 3 POLECOM™.
L mocTpaTHBHi MPUKIAZM MOKYTh BKIIOYATH HECHPOMOKHICTH TIPOBECTH
BANIANII0, HECTIPOMOKHICTD BIAMOBIZATH BATIIOBAHHM II&DAMETPaM,
HECTPOMOKHICTB KOHTPOIIIOBATH 32 J0IIOMOTOI0 TMiZIX0/1Y, 3aCHOBAHOTO Ha
OIiHIi PU3HKIB, 400 HECTIPOMOJKHICTb Bi AMOBIIATH BCTAHOBIICHIH cTpaTeri
KOHTPOIIO — BCE, L0 He NOTPAIILE Y Cepy KO NALIEHTY)
*00pobka BIIXWICHb Ta YIPABMIHHS PH3WKAMH sKocTi, BeecBiris
Opraui3aitist OXOPOHH 370POB’s.

A4

it criocTepiranocs CyTTeBe MOPYIICHHS Bi XIICHHS BiZl yMOB
nilieH3ii Ha BUPOOHULTBO a00 cepTHdiKary BiAMOBIAHOCT] BIMOraMm
GMP?

4

I Lo
By/b-fike HEKPHTHUHE MOPYMICHHS MOKHA BBAKATH CYTTEBHM, SKUIO €
BIIXHIICHHS BiJl YMOB, BH3HAUCHHX I JillCH3ii HAa BHP B0 abo

cepra(ikaty BianoigHocti Bmoram GMP.

Ilepeiinits 10 kpoky 4

CYTTE€BE NMMOPYUICHHSA

ixanis

nonepeaHs Kiaacud
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Kpoxk 4
TIponomxkyiite aii, onucadi B
Kpoti 3, BUKOHyIOUH
KOMILIEKCHY OLIHKY
Kiacu ikanii mopyeHH s s
BHM3HAYCHHS HOTO CYTTEBUM YH
HECYTT€BUM

IlosicnioBanb Hi BKa3iBKH

Bynp-sike HEeKpUTHYHE TOPYIICHHS MOXXHA BBa)XaTH CYTTEBUM,
SIKIIO HE BAAIOCS BHKOHATH 3aIOBiJIBHI NMPOLEAYPH Ul BHUILYCKY Cepiil
L1rocTpaTuBHI  NPHUKIaAM BKIIOYAKOTH IMPOLCAYPU BHIIYCKY, SKi €
HEJIOCTATHIMU B Tiil Mipi, [ie OpYyLICHHs MOXe IPH3BECTH J10:

(i) Bumycky mpomykTy, sIKMii He BiANoBimae peectparmi HOMY ———~
TIOC Bi {YEH HIO;

(ii) mecnpomosknocti 3aGe3neynTr e(GeKTUBHE BIPOBAIIKE HHS
KOHTPOJILHUX 3aX0/1iB, [0 BUMararoThcst GMP;

(iii) BigxumenHs Bix yMmoOB mineHsii Ha BHUPOOGHHMITBO aGo
ceprudikaty Bianosinnocti Bumoram GMP.

Yu Oynu BUIIAKH, KOJIH HE
BIAI0OCS] BUKOHATH 3a0BiIbHI
OLIEAyPH ULl BUITYCKY Cepiil

ITosicHIOBaNL HI BKA3IiBKHM

Bynb-sixe HEKPUTHYHE TOPYLICHHS, MoB’si3a HEe 3
HECIPOMOJXKHICTIO ocobu BimnopiganekHoi 3a QA/QC BHKOHYBaTH CBOI
00OB’si3kM, Moxke OyTH KknacHdikoBaHe sK CyTT€BS TOPYIICHHS.
LnrocTpaTuBHI  NPUKIaAM BKIKOYAIOTh CHUTYyallil, KOJM HEBHKOHAHHS
000B’513KiB MOYKE BKJIIOYATH HPOLIEIYypPH BHIIYCKY, sIKi € HEJIOCTATHIMH B
Til Mipi, Jie HeJIoJIi K MOXe TPH3BECTH 10

(i) Bumycky mpomykTy, sIKMil He BIANOBiZae peecTpauiiHOMY
TIOCBi JYEH HIO;

(ii) mecnpomoskHoOCcTi 3a6e3nednTH e(PeKTUBHE BIIPOBAIDKEHHS
KOHTPOJIbHHX 3aXO0JiB, 1110 BUMaraioThcst GMP;

(iii) Bigxumennss Biax yMOB JineHsii Ha BUPOOHULTBO aGo
ceprudikaTy BianosixHocti BumMoram GMP.

TIpumitka: He KOKHa HECTIPOMOXKHICTH OCOOH, BiITOBiJaJIBHOT
3a QA/QC BuKOHyBaTH CBOI 00OB'A3kM, Mpu3Beae 10 Kiaacudikamii moxuii
SIK CyTTEBOTO IOPYIL CHHSL.

z
CYTTEBE MOPYLIEHHS

OyJH BHIIAIKH, KOJIU 0CO6a
BixmosinansHa 3a QA/QC He
MoOrJia BAKOHYBaTH cBOI
060B’s13kn?

Y
Y

1KaIIA

1 . .
[UTfoCcTpaTHBHI NPHKNAIM PU3HKIB, IOB’S3aHMX 3 IIUTICHICTIO JaHMX,
[BRITIOYAIOTh:
i) BruinB Ha NpoAyKT 6e3 pU3nKy JJIs1 3/10pOB’sl MalicHTA:
IHeroBioMieHHs] JaHWX, HAIPHUKIAJ OPHMIiHAIBHI PE3yJbTaTH «B MEkKax
crierm dikartii», age 3MiHeHi, 106 MoKa3aTH OUIbII CIPUSITINBY TSH ICHIIIO .
[loBioMIeHHs PO «OaKaHWI» pe3ysibTar, a He Mpo (aKTHIHUIH
[pe3yabTaT, 10 BUXOAUTH 3a Mexi crnewmdikanii, npu nepenadi faHux, siki
[He cTOoCyIOThCsI BUIIPOOYBaHh QC, KPUTHYHHMX MapaMeTpiB HPOAYKTy abGo
Uu icHyBaB PH3UK, MOB'sI3aHUI 3 [TEXHOJIOTiYHUX TTapaMeTpiB.

miJTicHiCTIO Manux? - 3601 B poGOTI, 110 BUHUKAIOTh Y€Pe3 MOraHo PO3pobiIeHi cucteMu 300py
lmaHux (HaNpHKIaX, BUKOPUCTAHHS JIMCTKIB Nanepy [uis 3amucy indopmarii
17151 TOAAIIBIIOT TPAHC KPHUITILiT)
i) BiACYTHICTB BILIMBY Ha NPOAYKT; AOKa3K MacIuTad HOro 36010 B poboTi:
- ITorani mpaxkTryKy Ta OraHO PO3POOICHI CHCTEMH, SIKi MOKYTh HPU3BECTH J
|10 MOMUTMBHX TPOGJIEM IiJIiCHOCTI JaHMX abo BTPaTH MPOCTEKYBAHOCTI B
psiai GyHKUioHanbHUX o6nacTeil (3abe3nedeHHs SKOCTi, BHPOGHHITEO,
IKOHTPOJIb sIKOCTI Towo). KoxkHa 3 HUX caMa 1o cobi He Mae MpPsAMOro
IBILTUBY Ha SIKiCTh MPOJIYKINi.
BaxauBo noOynayBaTH 3arajlbHy KapTHHY aJCKBaTHOCTI KIIFOYOBHUX
letemenriB  (mpouec ympasiiHHA =~ JaHUMH, pPO3pOOKa CHUCTEM  JUlst
moNermennst o6JiKy Y3ro/UKeHMX JaHMX, BHKOPHCTaHHS Ta IepeBipka
Ay M TOPCBKMX CITiiB Ta 10CTyIy KopucTyBadis IT TOIIO) /Ul TPOBE ACHH ST
[HamiifHOT OWiHKM TOro, 4Mm € 30iif B poboTi kommaHii B miomy aGo me
[mopy1eHHst 3 obMexeHoo cheporo Aii/ Bimsy.
lenuBixyansni o6ctaBuHu ((hakTOpH 3aroCTpeHHs! / MOM SIKIICHHS) TaKOXK
IMOYCyTh BIJIMBATH Ha OCTAaTOUHY KyacHudikailiro abo peryasTopHi aii.
[Ipumimra: 1le#t nociOHUK 3aCHOBYEThCsl Ha npoekTi «HanerkHa npakTHkal
PIC/S momo ymnpaBiiHHA JaHMMH Ta LIJICHOCTI B PEryibOBaHHX
HI icepenoBumax GMP/ GDP.

M0YaTKOBA KIacu(

ITouaTkoBa ki1acudikanis = HecyrTeBe mopymeHnsa™

Ipumimka: Jins TNWTaHe LTCHOCTI JaHMX MoXe OyTH poO3MIsHyTa  KiacHdikartis
«HecyTTeBe», KOmM HeMae HIsKOrO BIUIMBY HAa MPOAYKT a00 OOMEI)KCHHX [OKasiB ioro
HETNPHJAATHOCTI, HAIIPHKIIA I

i). HenanexxHa mpakrnka abo HEZOCTaTHRO PO3pOGICHA CHCTEMa, sIKa CTBOPIOE MOXIJMBOCTI
JUIsl BUPILICHHS IMTaHb LIJICHOCTI JaHMX, MOB’S3aHUX 3 BTPATOIO MPOCTEKYyBAHOCTI B
KOHKpEeTHiil o6nacTi, abo

ii). O6Mmexennii nedekt B Oy ab-s1Kiif iHIIiH IPHITHATHIIT cHcTeMi.
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HHOACHEHHA IIIOJ0 ®AKTOPIB, IO MOXYTbH BIVNIMHYTHU HA ITII/IBULLIEHHA
ABO 3SMEHIIEHHSA PU3UKY

1. ®akTopu, MmO 30iILIIYIOTHL PHU3UK — MiABHIIEHHA MNOYATKOBOI
Kiaacupikaunii

«CytreBi» Ta «HecyTTeBi» MNOpYIIEHHS MOXYThb OyTH IMIJIBHILEHI Ha OJUH
piBeHb 10 «Kputnunoro» a6o «CyTTEBOTrO» MOPYIIEHHS, BIINOBIAHO, KOJU MOXYTh
ICHYBaTH YMOBH, IO BIJIMOBI/Ial0Th CYTHOCT1 BU3HAUCHHS MIJBUINECHOI Kiacudikaiii
pu3uKiB. BBaxkaerbcs, 10 e AOCATAETHCSA, KOIM ICHYIOTh NEBHI (pakTopu, w10
HiIBUIIYIOTh PU3UK.

®dakropu 30UTbIIEHHS PU3UKY BKIIOYAIOTh:

HOBTOpHE a00 MOCTiiiHE MOPYIIEHHS (MYHKT 3 TOSICHEHbD );

rpyny abo KkoMOiHaIlit0 MOpyUIeHb (MYHKT 4 MOsSCHEHb);

PU3UK, OB’ A3aHUH 3 MPOJYKTOM (IIYHKT 5 MOSICHEHB);

HE3JIaTHICTh KEPIBHMUIITBA BUPOOHUKA BH3HAYUTH Ta BXKUTU OOIPYHTOBAHMX
3aX0MiB 11 3MEHUICHHS PU3UKY HJs Tali€HTa [0 NPUUHATHOTO pIBHSA IS
OpoAyKIii, 1o mnepedyBae B AUCTpUOyIii, 1 181 MalOyTHBOrO BUPOOHHUIITBA
BHACJIIJIOK HEBIJMOBITHOT MPAKTHUKKU 200 MPoIIeCy.

2. DakTOpH, 110 3MEHIIYIOTh PU3HK — 3HUKEHHS MOYATKOBOI Kjiacudikamii

«Kputnune» ta «CyTTEBE» MOPYIICHHS MOXYTh OyTH 3HM)KCHI Ha OJIUH PiBEHb
no «CyrtreBoro» abo «HecyTreBoro» moOpyIIeHHS, BIiJIIMOBIIHO, KOJH MOXYTh
ICHyBaTH YMOBHM JUIS 3HIKCHHS Kiacudikaiii pu3ukiB. BBakaeTbcs, 1o 1Ie
JOCSITAETHCS, KOJIM ICHYIOTh TIEBHI (JaKTOPH, 110 3HIKYIOTh PU3HK.

[Tpu po3rsiai hakTopiB, M0 3HIWKYIOTh PU3HK, BAKIWBO 3a0€3MEYUTH, 100 IIi
dakTopu OyJIHM MOCTITOBHUMH Ta €(DEKTUBHUMH.

dakTopH, 0 3HIWKYIOTh PU3HK, BKITIOYAIOTh:

MIHIMI3aI[1}0 PU3HKY, TTOB’I3aHOTO 3 TPOIYKTOM (IIYHKT 5 TIOSICHEHB);

MIHIMI3aI[i}0 pU3UKY IITKOIH ISl TAIlI€HTA;

1HII1 paKkTOpH 3HIKEHHS PU3UKY (TTYHKT 6 MOSICHEHB);

nii, BXUTI BUPOOHWUKOM, HANPHUKIAJ, IUJIaH MONEPEDKYyBAIBHUX 1
KOPUTYBaJbHUX MM JJIs1 3HWKEHHS PU3UKY MeDIluTy.

BB mpoaykTy, SIKMi BKE MOCTAYa€ThCS HA PUHOK, CIIJI BPaXOBYBATH TpHU
3HIDKEHHI KaTeTopil KpUTHIHOTO MOPYIIECHHS.
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3. [loBTOpHi 200 NMOBTOPIOBAaHI NMOPYUIEHHS — MiIBMINEHHS MOYATKOBOL
Kiaacupikaunii

[ToBTOpHI 200 YacTO MOBTOPIOBaHI MOPYLIEHHS — 1€ MOPYILEHHS, K1 TaKOX
OynM BUSBIICHI MPU MONEPEaHIN nepeBipill, KOJIU BIAMOBIAHI NONEpeKyBallbHI ab0
KOPUT'YBaJbHI1 A1i HE Oy BXMTI.

VY neBHUX BHUMAaJKax MOBTOPIOBAHI MOPYIIEHHS MOXYTh PO3TJSIATUCA SIK TaKi,
10 MIJBUINYIOTh PU3HK, 1110 JO3BOJISIE MIIBULIUTH TOYATKOBY KJIacU(]iKallilo pU3UKY,
30KpeMa, SIKIIO0 OYEBUHO, 110 ICHYIOTh HAaBMHCHI ab0 HE3aJ0BUIbHI 3yCHIUIA HJIs
yCyHEHHs nopyueHHs. Edekr, mo migBuiiye pusmk, ciijl BpaXOByBaTH, KOJIU:

ICHye CEpHO3HHMI HEIOJIIK B CHUCTEMI SKOCTI, 3a JIONOMOIOI0 SKOI HE MOKHA
3aJI0BUTbHO BU3HAYUTHU MOTEHI[IIHI NEPIIONPUYUHHA HEBIAMOBIIHOCTI a00 HE MOXHA
aJIeKBaTHO PO3TJISIHYTH 11 MPUYMHU 0€3 HAsBHOCTI 1HIIMUX (PAKTOPiB, IO 3MEHIITYIOTh
pu3UK, abo

ICHYIOTh W 1HII (akToOpu aJig pO3MIAAy, Kl MiANANAOTh TiJ BU3HAYCHHS
niaBuIIeHoi  kinacu@ikaiili pU3MKIB, HAMpHUKIaA, HEOOIPYHTOBAHO TpHUBAJeE
BITPOBA/IPKEHHS KOPUTYBAJIBHUX J1H.

[Mpumitka:  O4ikyeThcs, IO  IMIIBHUINEHHS  PU3UKY  TIOBTOPIOBAHOI
HEBIMOBITHOCTI MOTpeOyBaTUME PO3YMIHHS MOTEHIIIMHUX (aKTOPiB, 5K, MOKIIUBO,
TPU3BEINN 10 TOBTOPCHHSL.

4. I'pyna a60 koMOiHaWiA TOPyWIEHb — OHOBJIEHHS TOYATKOBOI
Kiaacupikanii

Pi3ni nuranHA/mpoOnemMu, BUSBIEHI MiJ dYac TEPEBIPKH, MOXYTh OyTH
3rpynoBaHi abo o0’€qHaHI B OJIHEC MOPYIICHHS, SKIIO KOXKHE NUTaHHS/TpodaemMa
CYIIPOBOIKYE a00 CTOCYETHCS 3a3HAYCHOTO OCHOBHOT'O TIOPYIIICHHS.

Edexr minBuineHHs pu3UKy, MOXKe OYTH 3aCTOCOBAHHMM IS ITiJIBUIICHHS
Mo4YaTKkoBOi Kiacudikaili pu3uKy Ha OJAWH PIBEHb, KOJW BU3HAYCHHS IT1IBHUINECHOT
kiacuikailii pu3uky 0ys0 3aCTOCOBaHE.

[Tpuknaan aexinbkox «HecyTTeBUX» MOPYIIEHB, )KOTHE 3 IKUX came Mo cobi He
Moxke Oyt «CyTTeBUM», ane fAKI pa3oM MOXYTh MpeAcTaBiIsITH «CyTTeBe»
MOPYIICHHSI, CIIiJ] TOSICHUTH 1 MIOBIIOMUTH TIPO TIE.

5. Pu3uKk, NOB’SAAI3aHMH 3 TNPOAYKTOM — TiJABUINEHHS a00 3HUKEHHA
MO4YaTKOBOI Kiaacudikamii

Ha nmesxux BUpOOHWYMX MITBHUIAX € MPOJYKTH Ta MPOIECH, SIKI MOB’s3aHl 31
3HAYHO OUTHIITUMU PU3UKAMU, HIK 1HIIII.
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Busnauenns knacugikallli pu3uKiB, OB’ SI3aHUX 3 TPOIYKTOM:

OPOJAYKTH 3 BHCOKHUM CTYNIEHEM PH3HUKY, Kl MalOTh BHCOKY YYTJHUBICTH /0
3a0pyIHEHHS B Mpolieci BUPOOHHUIITBA, BKJIIOYAOUH TEPMIH NPUJATHOCTI, HAIPHUKIIA]T
MIKpOOHOT0 a00 XIMIYHOTO;

OPOAYKTH 3 HHM3bKHUM CTYNEHEM pHU3HUKY, SKI MalThb MEHUIy HMOBIPHICTb
3a0pyAHEHHS B Mpolieci BUPOOHUIITBA, BKITIOYAIOUYH TEPMIH 30€piraHHsl.

@dakrop, MmO 30UIbLIYE PU3UK, 1 TOM WIO 3HUXKYE PHU3UK, MOXKYTb
3aCTOCOBYBATHUCS MICHS PO3TISAY PU3UKIB, OB’ I3aHUX 3 MPOJIYKTOM, TAKUM YHMHOM:

JUISL IESIKUX TPOAYKTIB 3 BHCOKHM CTYNEHEM PHU3HMKY IMEBHI1 MOPYIIEHHS, IIO0
knacugikyoTecs sk «CyrreBe» abo «HecyrreBe», MOXyTh OyTH BIANOBIIHO
nmigsuieHi a0 «Kputuanoro» abo «CytreBoro» mnopymeHHs. lle moxe Oytu
3aCTOCOBaHO, KOJM OOCTaBHMHM TMOPYIIEHHS, IO PO3IJISIAI0ThCS, BIAMOBIAAIOTH
iHTeprpeTanii Bu3HaueHHs «KpUTHUHOTO» MOPYILIEHHS;

JUISL IESIKUX TIPOAYKTIB 3 HU3BKUM CTYNEHEM PHU3HMKY TEBHI MOPYIICHHS, IO
kinacugikyroTecs sk «Kputuuni» ado «CyTTeBi», MOXKYTh OyTH BIAMOBIIHO 3HUXKEH1
no «CytreBoro» mnopyueHHsa abo «HecyrreBoro» mopymenHs. [l IpOAyKTIB 3
HU3BKUM CTyNHeHeM pu3uKy «KpuTuuHe» NOpyLIEeHHS MoO)Ke OYyTH 3HMIKEHO [0
«CyTTeBOro», SIKIIO BOHO HEe Oynae mignaaatu mif BuzHaueHHS «KputnuHOro»
HOPYILIEHHS.

6. Inmi ¢akTopu, 1110 3MEHIIYIOTh PU3UK

Komnu ia1m11 haktopu, 1110 3MEHITYIOTh PU3UK, OYEBUIHI JUIT MiHIMI3aIlli pU3UKY,
OB’ S13aHOTO 3 MOPYIICHHSIM, TO OI[IHKA PU3UKY MOXKE OyTH 3HIKCHA.

[HUT1 pakTOpH, MO 3HUKYIOTH PU3HK, 3a3BUYAN MOYKHA PO3IJISAIATH JIMIIIE TO/II,
KOJM ICHye BTOPHHHA CHCTEMa, SKa MOXE€ MIHIMI3yBaTH PHU3UKH, IIOB’S3aHi 3
nopymeHasMu. Hampukinan, kBamidikoBaHa cucTeMa TMaKyBaHHS 3 CHCTEMOIO
Bi3yallbHOI IHCIEKI[i ymakoBkH, sika 3abe3nedye 100% KOHTPOJIb KOKHOTO
YIaKOBAHOTO TPOIYKTY, MOXKE PO3INIANaTUCA K (PaKTOp, MO 3HIKYE PU3HK IS
MOPYIICHHS, TOB’S3aHOTO0 TOJOBHUM YHWHOM 3 JPYKOBAaHUMHU MaTepiajiaMu, IO
30epiraroThCsl HEBIMOPSAKOBAHO, 1110 MOKE MPU3BECTH JI0 TIEPETLITYyTYBAHHS.

Sxmo icHye psa HaxkTopiB, MO 30UTBIIYIOTh PU3UK 1 3MEHIIYIOTh PU3UK, CIiJ
PO3TIIIHYTH OJAHOYACHO BCi (DaKTOpW PU3HKY, a MOTIM BU3HAYWTHU 3arajibHy OIIHKY
PU3UKY IS TTABUIICHHS 200 3HIKEHHS MMOYaTKOBOTO PU3UKY.
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MNPUKJIAJIU KJIACUPIKALIL IOPYIIEHD

Haganuii cnucok € JONOMDKHUM I1HCTPYMEHTOM 1 HE € BHYEpPINHHUM, a0o
000B’SI3KOBUM.

1. llpuxnaam KPUTHYHUX NOPYLIEHb:

BIJICYTHICTb BaJli/lallii cTepuiizallii (CTOCYeThCs BCIX CTEPUIIBHUX MPOAYKTIB);

BIJICYTHICTh HAJIC)KHHMX 3aX0J[iB KOHTPOJIIO, IO MPU3BOIATE 10 (haKTUIHOTO ab0
3HAYHOTO PHU3HUKY TEPEeXPECHOI KOHTaMiHAIlii, M0 TEpPeBUINYE MaKCHUMaIbHO
JOIYCTUMUI PiBEHB BILUTMBY y HACTYITHUX MPOAYKTAX;

JTIOKa3M 3apa)KeHHsI Tapa3uTaMu/IIKITHUKAMH (CTOCYETHCS BCIX BUPOOHUKIB);

danbcudikamiss abo XxuOHE TMOJAHHSA pe3yJbTaTIB aHali3iB 4YM 3alHCIB
(cTocyeTbest BC1X BUPOOHUKIB);

HEMOXJIMBICTh 3a0€3MEYUTH SKICTh Ta/a00 1JEHTUYHICTh BUXITHOI CHPOBUHU
(cTocyeThest BCIX BUPOOHUKIB);

BIJICYTHICTh OCHOBHUX JOKYMEHTIB II0J0 BUTOTOBJIEHHS cepii (CTOCYEThCA BCiX
BUPOOHUKIB);

BIJICYTHICTh, (pasibcudikaiiisi abo XxuOHE MOJaHHS 3aIKCIB 00 BUPOOHHUIITBA
Ta MaKyBaHHS (CTOCYETHCS BC1X BUPOOHHUKIB);

HE MpOBEJeHa Bali/lallisi CHCTEMU BOAONOCTAYaHHS JJI CTEPHIIBHUX TPOIYKTIB
(cTocyeTbest BAPOOHUKIB CTEPHIIBHUX TPOJYKTIB);

HE MPOBEJICHA BaJliJallisl CUCTEMHU BEHTUJIALII Ta KOHIUIIIFOBAHHS MOBITPS IS
CTEPWIHHUX MPOJIYKTIB (CTOCYETHCSI BUPOOHHUKIB CTEPHIIHHUX TPOIYKTIB);

HEMPUJIaTHI TPUMIIIEHHS 3 BHCOKUM a00 WMOBIPHUM PH3UKOM KOHTaMiHaIlil
(cTocyeThes BCIX BUPOOHUKIB);

BIJICYTHI ITIATBEP/KCHHS, 10 MPOILIEAYPH CAHKIIIOHOBAHOTO BIIKJIMKAHHS OYyJH
JTOTpUMaHi (CTOCYEThCS BCIX BUPOOHUKIB).

2. llpuknaam cyTTeBUX HEBiAMOBiTHOCTEN:

HE MpOBEACHA Balifallis Uil KPUTUYHUX TPOIECIB (3aCTOCOBYETHCS O BCiX
JTKapChKUX 3aco0iB, anme Moxke OyTu mepekBamiiKoBaHE B «KPUTUYHE» IS
MPOIYKTIB 3 HHU3BKOKO J03010/CHUIBHOMIIOYHX; 30KpeMa JUIsl MPOLECiB CTepuiIizallii
JUTSL CTEPUIIBHUX TIPOJTYKTIB);

BIJICYTHICTh a00 SIBHO HEHAJEKHA (UITpaIlisi OBITPS (3aCTOCOBYETHCS IO BCIX
BUPOOHHUKIB JIIKAPCHKUX 3aC00IB — MOXKe OyTH mepekBaii)ikoBaHE B «KPUTHUUHE,
KOJMM 3a0pyJHIOIYl PEYOBMHU MOXYTh CTaHOBUTHU TMpobiieMy Oe3meku Ta €
CKPUTHYHUMIY JIJIS CTEPHIIBHHUX JTIKAPCHKHUX 3aC001B);

BiZICyTHI 200 HeedeKTUBHI 3aX0/I1 KOHTPOJTIO, M0 3a0€3MeUyI0Th HAICKHY

BIIEBHEHICTH Y TOMY, IO MEepeXpecHa KOHTaMiHaIlist Oye KOHTPOIIOBATUCS Y

BIJIMTOBITHUX MEKaX JOIMMYCTUMOTO BIUTUBY Ha 370pOB’ S JJISI HACTYITHUX MPOTYKTIB
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(Oyne «KpUTUYHUM», AKIIO MEPEXpecHa KOHTaMIHALS MEPEBUILYE YH MOXKE
NEPEBUIIUTH TONYCTUMUI PIBEHb BIUIUBY);

NOILIKO/KEHHS (OTBOPH, TPIUIMHU, BIAIIApOBYBaHHS (papOu) HA cTiHax/ cTenml y
BUPOOHUYUX MPUMIIIEHHSAX, € MPOAYKT 3HAXOAUTHCS B HECTEPHIIBHUX 30HAX;

KOHCTPYKIIiS BUPOOHMYMX 30H, IO HE J03BOJsIE €(OEKTUBHO MPOBOIUTH
OYHIIICHHS,

HEBIAMOBIAHE  BHUPOOHMYE  MPUMILIEHHSA, [0 MOXE MPU3BECTH 10
neperuTyTyBaHHS,

BIJICYTH1 MicCIIsl BIIOOpY MpoO BUXIJHOT CUPOBUHHM JIJIi BUPOOHHUKIB JIKAPCHKUX
3aCc00IB (AKIIO BXKUTO HAJIECKHUX 3aMOODKHUX 3aXO0/A1B, MOXKHA KIacu(iKyBaTH SIK
«HecyTtterey) ;

JUTsI BAPOOHUIITBA PIAMHU/KPEMY HE BHKOPHUCTOBYETHCS TEXHIUHA apMmaTypa y
CaHITapHOMY BUKOHAHHI;

oOJiaTHaHHs, 1110 30€pIraeThCs, HE 3aXUIICHO BijT 3a0py/IHCHHS ;

ocoOu, BIAMOBIANIbHI 32 KOHTPOJIb SIKOCTI/BUPOOHMIITBO, HE BIAMOBIIAIOTH
kBauridikallii 3a OCBITOI0, KOMIIETEHTHICTIO Ta TOCBIZIOM;

HEHaJIe)KHA TI0YaTKOBA Ta MOTOYHA MIArOTOBKA MEPCOHAITY Ta/ab0 BIJACYTHICTH
3alKCIB 3 HABYaHHS,

OpoLEypyd OYHUIICHHS HE JOKYMEHTOBaHI Ta/abo BIJACYTHI 3amHCH PO
OYHIIICHHS,

HE TpoBe/IeHa BajiAallis IpoLeypy OUYUIIEHHS BUPOOHUYOTO 00 IHAHHS ;

CKOPOYECHO  KOHTPOJb  SKOCTI  BXIIHOI CHPOBHMHH 0€3  BIAMOBIIHUX
MiATBEP/HKYIOUUX TAaHUX Bi OCTAYaIbHUKIB;

HEMOBHE BUIMIPOOYBAaHHS/TECTYBaHHSA CUPOBUHU;

HE TIPOBEJICHA BaJlilallisl METO/IiB BUIPOOYBaHHSI,

HE TPOBEJICHA BaiaIis CKIAJHUX BHPOOHMUYMX MPOIECIB JJII HEKPUTHUYHHX
IIPOJIYKTIB;

HEe3aTBEP/KCHI/ HEe3apeecTpOBaH1 3MIHM JI0 TEXHOJOTIYHOTO perjaMeHTy abo
€KBIBAJICHTHUX JIOKYMCHTIB,;

BIJIXWJICHHS Bi/I IHCTPYKIII HE CXBAJICHI,

BiJICYyTHsI a00 HEHaJIe)KHA MPOoTrpaMa CaMOITHCIICKITIH

BIJICYTHICTh HAJIXKHOTO BUITYCKY JJIS MPOIIENYPH MOCTAYaHHS;

NPOIYKT mepepoOieHnid 6e3 HaJIeKHOTO CXBAJICHHS;

HEMa€e CUCTEMU/ TIPOLIEyPH PO3TISTY CKapr abo MOBEPHEHHS MPOIYKTIB;

HEHAJIe)KHE BUMPOOYBAaHHSI/TECTYBaHHS NaKyBaJbHUX MaTepiaiB,

HEMa€e TMOTOYHOI MporpaMu BUMPOOYBaHHsS CTAOUILHOCTI Ta/ab0 HETOCTYIIHI
JaHi PO CTaOUTBHICTD JUIS BCIX MIPOAYKTIB;

HEJIOCTAaTHE OCBITJIIEHHSI Y BUPOOHMYMX 30HaX 200 30HaX KOHTPOJIIO;

He i1eaTriKOBaH1 KOHTeWHEPH, 3 SKUX OyiH BixiOpaHi mpodu;

HE 3JIIACHIOEThCSI MOHITOPUHT 1 BIIICYTHS aBapiliHa/CHTHAIbHA CHUCTEMA
CUTHami3alli I[OA0 3HAYEeHb TEMIIEpAaTyp M1 KPUTUYHUX 30H 30epiraHHs 3
KOHTPOJIEM TEMIIEPATyp;
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HEHaJIe)KHA CUCTEMA YIPABIIHHS 3MIHAMH;

HEHaJIe)KHA CUCTEMA YIPABIIHHS BIAXUICHHIMU,;

HE BUKOHYIOTHCS PO3CIIIyBaHHS CTOCOBHO aBapiiiHUX CHUTHAJIIB Ta BUXOJIB
TEMIIEpPaTypH 3a MEX1 BIIXWIECHb Bl BAMOT II0JI0 30€piraHHs Ta TPaHCIIOPTYBAHHS.





