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3A[AJIbHE HABAHTAIKIIHHfl : 3 xpeaarra EKTC (90 rorraH)

3aHs'rrq B ayAr.rropii:34 roa.(5 neruiftnnx i12 cerraiHapcbKl-Ix 3aHsrb no 2 axaAerraiqni

roaunu). CanaocrifiHa po6ota cnyxauin Kypcy: 56 roa.
<Doprrra ni.4cyrvrxonoro oUiuroeauHq : garix

AHOTAUIfl
Hae.{antHa Aucunn,liHa <MeroAororiq ra opraui:auit HayKoB}.tx loc,rilNeur y

$apuaxolorii> Ha,rexnTb Ao nepenixy o6os'q3xosnx HaBr{aJtbHLIx Al4cul4uiH, uro nponoHyrorbcfl

B paMKax unxny npoQecifiuoi niAroroercu lorcropia $i"rrocoSii :i cneuialrHocri 222 -
MeAuuuna (OHn <@apuarcolorir>) ua ApyroMy poui HaBqaHHr. 3HaHHl, orpur',rani npu

sus.reHHi Kypcy. Ao3BoJrrrb' ::to6yaaqy HayKoBoro cryneHlt Aotfiopa Si-rroco$ii onaHyBarl,t:

ueroAo,lorirc opranirauii ltoc.uiltNerrs ri c'rBopenHfl 'Ta BHBqeHHfl lirapcrrcux :aco6is,
BHKopHcrosynaHi aJrlopLu'MH Ta n,tcroruqui ttpufiontu" cnpt4rluMy'rb rBopLIoMy po3BHrKy

oco6ucrocri rao6yeauis ra ix 3aJryqeHHro Ao eniroaoro AocltilHltubKoto rpocropy.

Meroro Br4KnaAaHHq HaBqarbHoi Aucuunrisu e : Qoprraynauru cI4creMLI 3HaHb npo cyruicru
AocliAxeub ra pospo6nu .nircapcurcux :aco6is, BI,IKopLIcroaynaHi IloHsrrfl, uerolonorii
AocliANeHrra inHosauifiHi niaxoapr, [rJrflxrz BnpoBaAxeHHfl pe:ylrraria, uo cnpt4qrt4Me

niAsraueuHlo HayKoBo-rrpaKTHqHoro pinHr cneuia,ricrir, ix xotrlnerenuii 3 nHTaHb Aoc,riAxeus ra
po:po6xu lixapcsrr,rx aaco6in, a'raKox 3poc'raHHFo KoHKypeHrocnpoMoxHocri Ha pHHKy npaui.

Ocnonui 3aBAaHHq Br.rBr{eHH, .qr.rcuun,riur,r: l) ycaigoMJleHHs cyrHocri cucreMH crBopeHHs

lixapcsxux saco6is ra if Hoprr,rarr.rBHo-[paBoBoro :a6esne.{eHHs, cyllacHux TeHAeHIIifi porarrcy; 2)

orpuMaHHfl 6a:oeHx 3HaHb 3 nr.rraHb /lox,riuiquoro BHBqeHHfl Ta xriHi.IHIax nunpo6ynaHu

,rircapcsrcux raco6is. oso,'rolliuult MeroltoJrorierc uJraHyBaHHs ltoc,'IiANeuu ra po:po6rn Ha

AoKriHiqHor,ay erarri crBoper{}rfl lrirapcr,rcux :aco6iu; 3) :acsoe HHfl ocHoBHHx npuHunnir GLP ra ix
tlpaKTr4qrroro srireHHl B rrpoueci rurauynauur. opt'auirauii. lcourpono, KoopAl{Hauii aox,'tiHiqunx

AocliAxeur ua ni4rpuuxy x,riuiuHr,rx BHrpo6yeaHs ra peecrpaqii nixapcsxnx raco6iB. BI,I3HaqeHH,

o6lacri e$exrunuoro BnpoBaAxeHHq.

TIPOIPAMHI KOMTIETEHTHOCTI TA PE3YJIbTATI4 HABTIAHHfl
,{acur.rnnina aa6erneuye ua6yru AoKropaHraMH SirocoSii raKLIx nporpaMHI4x

KoMnereHTuocreft:
Iurerpa.nuHa KoMrlereHruicrs :

3laruicru posa'a:ynaru KoM[JreKcHi npo6ner.,ru n ra,ry:i npoSeciftuoi lirrrHocri.
rrpoBoArzrr.r opr.rriuarsue HayKoBe Aoc,qiANeHHfl Ta :liftcnrosaru iuHosaqifiuy ra .tocri.tHtturxy
niarrHicrr a ra,ry:i MeAHuHHH siAnoeiauo cneuiarisauii ($apvaxonoria) 3 BHKopl,rcraHHsM



cyqacHr,rx aJrroplrrMiB, iucrpyueHrie ra ycraneHl4x npaKTHK, flpoAyxyBaru Hosi QynaaueHrarrHi,
Teoperr4rrHi a6o upaxruqui sHaHHs.

3ara.nrni KoMnereHruocri:
3K1. BrnliHH, npauroBarr4 aBToHoMHo. 3 AorpHMaHHsM .[,ocJrilHuurrcoi eruKn, erl,It{Horo

noBoAxeHH, 3 Br4KopHcroByBaHHMH recr-cHcreMaMH s ;toxriui.{Hux rocriAxeHHrx e$errunHocri
ra 6elnercu lixapcsrnx raco6ia ra ilo/lcpxarrHr IrpHuttunin erllKH llpt4 IIpoBeAeuHi rcniniqunx

nunpo6ynaHb, aKaAeMiqHoi ao6poqecuoc-t'i ra aBropcbKoro rpaBa.

3K2. 3aaruicru Ao nouyKy, o6po6neuHr ra aHari:y iu$opnrauii: pi:Hux AxepeJI, y roMy
.{racri AJrfl arcryiili:auii AocriAxeur/nr.rnpo6ynaHb ra niAszueHur npo0ecifiHoi rcaa,riSixauii.

3K3. 3aaruicrs sHgsrflTr.r, craBHTu ra urpiruyBarn npo6rentu, reuepysarfl iaei.
3K4. 3aarnicrr po:po6[1flT14 Ta ynpaBnrrr.r rtpoe KraMH, nJ]aHyBarLI Ta ynpaB,'lrrt qacoM.

3K5. 3aarHicru Ao cni,'txysauHr y npo$ecifiHorrry cepeAoBHu-ti ra : npe4craBHl4KaMu iHruux
npo$eciil y uauioHa,rbHoMy ra rr,tiNHapoAHoMy xottrercri.

3K6. 3Aarnicrs Sopr',tynarra KoMaHAy locniluuris sriluo 3aBAaHb llpoeKry,
opranironyBarI,I ra KoHTponrcBatra if AislrHicrs.

3K7. 3aarnicrr ouiuroBarr.r ra ga6egneqyBaru srictr BLTKoHaHLIX po6ir siAnoeilHo lo
BCTAHOBJICH I,IX BI4MOI.

Cneuia,runi ($axoni) KoMrereHTHocri:
CK2.3aarHicrs sussrrru norpe6y B AoAarKoBr4x 3HaHHrx y c$epi AocriANesn, po:po6tctt

Ta BrrpoBaAxer-rHs ,lixapcslcrx :aco6is. BKJrrosHo ia HanprMKoM HayKoBHx roc,,IiANeHr.
reHepyBarH nayxoni rinore:u.

CK3.3aarnicrs o6uparu MeroAr4 ra Kiuueei ToLTKH .qo x,riHiquux Aoc,riAxeHr/xriuiqHux
nr.rnpo6ynaHb .{Ju e$exrunuoro nupiureHH, KoHKperHLIx HayKoBo-[paKrHtIHHx 3aAaq y cSepi

roc,rinxeuu ra po:po6xn ,rircapcsrax :aco6is.
CK4.3aaiuicrs Sopn,tynronarr.r Aoc.rriAHr.rqsre nr.rraHHfl. pospo6rru4 npoeKT HayKoBoro

Aoc,qilNeHHs
CK5.Bonoaiuur cyuacHuMlr MeroAaMLr HayKoBoro AocniANeHHfl Ta ix :acrocyBaHHfl Ha

npaxruui.
CK6.3aatricrs iHreprperyBarr.r orpurr,rBni e xoAi AocniAxeub ra po3po6xpr nixapcbKr4x

saco6in uayxoni pe3ynbrarv, npoBoAr.rru ix xopexruuft aHani3 Ta y3arirnbHeHHs, HanaBarr.r

pexouesrauii.
CK8.3aarHicrs npelcraBJrflTr.r pe3ynbrarr,r HayKoBr,rx AocrirNens n ycnifi i nucuuonifi

$opnri eiAnosiAHo Ao saqiouarbHHx ra rvriNnapotuHx craHAaprin, auuol KoMrrereHTuux opraHin y
c$epi o6iry rircapcurcux saco6is.

CK9.3aaru icrr Ao opraui:auii ra pea,r i:auii nelarori qHoi aisnruocri.
llporpamHi pery.nurarlr HaBqaHHr :

PHl. BonoAiru xoHqenryanbHr4Mu ra MeroAonori.{ur,rNau 3HaHHqMu n raly:i Sapruaxororii
ra6yru 3rarHrzM 3acrocoByBaru ix y npoQecifiuifi ais,ruHoc'ri.

PH2. Brt,tiru rpo€l<ryBaru i 'uiftcuronalu orcperrri raJa6o KoMrJreKcHi Aocri,qNeHHs
lircapcsrux :aco6is ua 6a:i uiricHoro cl.rc'reMHoro rrayKoBolo ceiror.nqAy 3 Br.rKopr4craHHsM 3HaHb

ryvaHirapHoro 6,rorcy ra Ix nocArrarrufl : SyuaarvreHraJrbHHMH 3HaHHffMH a rany:i MeAHqHr4x HayK.

PH3. lemoucrpyna'rn 6e:nepepanufi po3BHroK ErracHoro iHrererryarbHoro,
3atanbHoKynbrypHoro, npoQecifiuoro pinur. florprartryBarucs araAeuiqHoi ao6poqecHocri, Hecru
silrosiAanrsicru ra AocroeipHicrr orpl4MaHux HayKoBLIx pe3ynbrarlr.

PH4. Inrepnperynaru ra aHarisynaru inQopr'rauiro 3 Br.rKopucraHHrM Hosiruix
iu$oprrrauifi Hnx rexsororiil.

PH5. Bnssrqrr,r HeBr4pirueui npo6nenu y npeAMernift o6nacri, $opuynroBarr4 rrr4raHHfl ra
BH3HaqarH urJrf,xr{ ix piureuHr.

PH6. OoprvrynroBarn nayroai rinoresn. rraery i 3aBAaHHs HayKoBoro AocriAxenus.
PHT.Porpo6lsru Augafiu ra rrnaH HayKoBoro AocrirNeHus.
PH I 5. Opraui:onyBarr.r ra ouiurosarn eSexruauicrr ocsirHboro rpouecy.
PHl6.Koopauuy{aru po6ory KoneKrHBy (sao6ynaqie snuoi ocnitu, KoJrer' 3

n,t iNAr.r cuun,r i uapHoi rcomauAu ).
PH l7. lorpuuyaartcfl, eruLrrrHX nprluuunia rrpH rrpoBe/terrrri locriAxeHb.



Ms :/n l'erv u':aHsrs Kirrxicrr
rO/IHH

Ilexuiq I I'eua: JhoAuHa i nirca. /lepNanHa no"tiruxa r c$epi lirapcsxnx 3aco6iB,

JopMaraBHo-npaBoBe 3a6e3[eqeHus. OcnoeHi eranu crBopeHHs ra
lnpoBaAxeuHr I ixapcsrcl{x saco6is.

2

Ilercuis 2 feua: MeroAororig HayKoBHx ttoc,'rigxeus y c$epi R&D. Basosi

rocriANeHsr. KoucrpyrcgaHHs,rixin (Drug Design)
2

Ilercuiq 3 fena: MeroAororia Hayrconax Aoc,.riAxeHb y c0epi R&D. l{ox,riHiuu
tocriANesur e@ercruenocri ra 6e:nercn. KepieHr.rqrso ICH M3(R2)

2

IIer<uis 4 feua: HopuarunHo-nparoni ra uayroni
rcrreKTu po:po6xr.r n oli6unx 6ionoriqu ux lixapcrrcnx n penapari a :

,rexniniqn i roc.[iANeuHq

2

Ilexrrir 5 I'cva: l[oc.rri.,oncrrun ra po'rpo6l<a .rrixapcsxux 'taco6in (R&D). Oclarru
rertAerrrlii

2

ervriHap 1 \4eroAororia ra oprauisauis HayKoBHx AocriAxeus y c$epi R&D 2

enainap 2 OECD nplrHuHnr.l

System of Mutual

Bcryn. Icropix Br.rHHKHeHH, ra BilpoBalxeuHs GLP.
liLP. Cr.rcreMa B3aeMlroro npufrrraaHHfl AaHVx: OECD
Acceptance of l)ata (MAD)

2

eruiHap 3 Pecypcn: AocniauraubKa ycraHona (oprani:auis Ais,rsnocri). Ynpaaliuur
IocriAsurrrxoro ycraHoBoro. Kepinurax AocriANeHHq. flepcoHa.r

rocriAxesss.

2

euiHap 4 Pecypcn: flpnrr,riUeuHs. O6naaHaHHs. Burparni Marepianu. flocra.raHHr
uarepiarrnr.rx pecypcie.

2

eH,riuap 5 Xaparcrepuc'ruKr.i: 
-l-ecroai 

eJreMut'r'H.'l'ecrosi chcreMH 2

enaiuap 6 [panura: lhaH AocriINeHuq. I-orosHr,rfi rpaSi rc AocniAxeHr. CraHAaprH
)nepauifi Hi rpoqeAyp14.

2

enainap 7 Pe:y,ruraln: Ilepnuuui larri. Oc'ra'roqHnfi (:axlrc.luurafi) reir. Apxinu ra
rpxisyeau rrr.

2

[-'evinap 8 Ja6errreqeuus sxocl i. 2

Ser,liuap 9 lprzuuunu GLP ra rocliANesss in vitro. 2

euiuap 10 GLP ra KoporKocrpoxoni rocliArxeuss. 2

enaiHap 1 1 GLP ra 6ararorleHrposi aoc,'r iaxeHHfl . 2

eviuap l2 GLP ra KoMn'rcrepu:osaui cucleMH. 3a"rir< 2

TE MATPITI H I,T,T TI JIAH

3M IC'I' CAMOCTT fr UOi POEOTI4

Can,locriilrra po6ora c' c-r,,tlticrll ttponi,,tuux irarroK rriillorclsrcn :;1o6ysava c'ryneH, AoKlopa
cpi.rrocorfii i rioro lrolla,rrurrrt'ri Jliq.lrr,rrocri llri K()rKvpcn-r'()tl(a'r'rrolo flaxiaql rra pHHKy lrpaqi. rqo



si,'Iruo eorolie cBo€to npoQecierc ra ao6pe opieuroaauui.i e cynrixHux o6,racrqx ,tis,ruuocli.
:li6uoro 4o eQerrunuoi po6orH :a (raxou. roroBor'o ,to nocrifinoro npoQecifiuoro 3pocraHHr.

3asllaHHq BHKita.qaqa - opt'artirvsa'ru i rrarrpaBHrr.r rri:]Hasa.lsuy lilrrsuic'tb 3llo6yBa.riB.
e(lerrneuic'rb rxoi 3aJIe)Kl.r'r'r, si;t ix cauocliiirroi po6o'rn i e o,lrruu r uafisarrlnsirrrnx crelreurin
IIABLIAII II'.

MeroAuqui pexovetr.,taltii i(o opr-aui:artii canaoc'riilrroi po6orr.r nosHuHi l-(orro\,rort'H
:lo6ynauy: aKTL{BHo Bl4KopucroByBaru iutpopnaauiftui rexuonorii AJrq 3acBoeHH, HaBLra;rbHoro
rraarepia:ry B cnylxHIrfr l,tts Hboro qac; yAocKoHanloBarr4 cr4creMH nororrHoro KoHTpoJrro;
ni4nraulynarn ponb caMoc'rifinoi po6oru rrpH npoBeAeHHi pi:ur.rx sr.rAie HaBqanbHHx 3aHsrb;
ynpoBaAxyBarn B HaBqaJ'rbur.rfi npoqec Hosi nilxoAu ito niAsraueHr{fl flpoAyKrusuocri npaui
eux,'IaAa,lis i ::to6yaauis. uosi rexno:tot'ii naBqaHHs; y^ocKoHaJrrcBaru MeroAaKr.{ npoBeAeHH,
IIpaKrhK i ttayrono-AocliAuux po6ir- flK na)r(JrHBoro erarry ni/lrorosxH sao6yuaqiB Ao
canaocrifiuoto Br,rKoHaHHa npoQecifiHrax 3aBAaHb i niAer.rueHus ix xonrnereuqii.

OpraHi:auiq caNaocrifiuoi po6orn 3 nllcrrr4nnisu <Merolo,roriq ra opraui:aqia uayxoeux
Aoc,riANeub y c$epi crBopeHHfl ,rixapcrxux :aco6is) nraHy€rbc, silnoeiruo Ao
Br4KopncroByBaHr.rx y HaBqanbHoMy npoLleci $opv 3aHflrb.

Cavocriilue BHBLIeHHT valcpiary c'raB[.r'fb rrac'rynui rtilri: 3acBoeHHfl'reoperhLlroro
n,lalcpianyl IrHBqetrH, rvrarepiarry. qxHii rrc l'nilirrros jlo r(ypcy Lrcxrtilil rriilloloera:o ccrriuapcbKux
3anr lbl ui,'tt orr-lnlia .'to rrporrixn()r'() K()lt't po:rrt'l i cK-rril.,tarntfl 'ta:rir1,.

Cavoc'riilrra po6ot'a n rrportcci r)rrarryBalnn .rrcxrtiilrroro \ralcpia-n rrcpc.tSaqac Cti-r,ur
rlu6oxe onpauloBaHHa .nexqifiHHx nh'ral{b 'ra rrigro'ronry eignoaiaefi Ha KoHrpojtbHi nuranHq -
rHraHHq Ant caMonepenipr<n e ycuifi rala6o nhcsMosifi $oplri. [IHctr,roei ei:nosiai - Ha.r,arcrbc,
BHKrallaqeBi (e e,rercrpoHHoMy uarlrai) y uixrercuiftHufi nepior (nic:rr npoBeiteHoi ,rexuii nepeA
IIOqarKoM HacrynHoi). Ha rroqarKy Ko)KrIoi .;rercuii Moxe npoBo.rurucs ycHe 6niu-onuryBaHH,
rlupoAoBx( 5-7 xeustuH no Ma'repizurax nonepeilHboi ,qexuii. Can,tocrifiuo niArorosaHi nHcsNaoei
silnosilti ua rrHrar{Hn Al.rt caMoKO}r'rpo;rro ;rlo3Bo.qsrt rAo6yBaqaM 6parn aKTr4BHy yqacrb B

onuryaaHHi.
Camocrifina po6ora r riArorosxu Ao cenriuapcrxux 3aHrrb cKnaAaerbcq 3 ua6yrrr

:4o6ynauenr aocni4y y nouyKy iH$opuauifrHnx Axepen ra oraHyBaHH, 3HaHb 3 nuraHb.
BHHeceHLIx Ha o6ronopeHur Ha ceuiHapcr,rconay :assrri. Ceruiuap rrorrHHaerL,c, 3 HaraHH,
BHKJIaAaqeM 6agosoi iu$opuauii r ttorlalsrrHM rrpaK'tH,{}tHM 3acrocyBarrHflM rlboto va'lepizury xx
eJIeMeHTy niAro'rosrn :4o6yeaua AJII po'rB'r3arrufl 3aAarr i aupiureuur npo6,retruax curyaqifi.

B xo:li ceviuapcsrcoro 3alrrl-t'u rrcpcit6a.rac'rbcfl r;1o6y'ru HaBHqoK anpiurerttrn rtpaKTHLurt4x
cn lyaltiH :l BLIKopHCranurM onaltroBarror'() varepia:ry 'ra polB'r'rallr{, :}aAaq rrpaKTHqrrolo
cnpsMyBaHnr. Ha6ylr'fl naBHqoK lacxycii uix nr.trlaAaqeM i clylenraMr.r B rrpoueci o6rosopeHru
rrr.rraHb celriHapy.

t{acrnua qacy An, cavoc'riittoi po6orn Br.rKopucroBy€r'bcrr rrlo6ysauaMh Anq niAro'rosxu
iu4uai4ya,rrHux po6i'r'. ix 're MarHKa o6upac'r'rcr e KoH'rexc ri rnaicry Kypcy (,rercuifiurzx ra
ceH,liuapcsrax ::aurru) i not'oArryerbc, 3 BHKirallaqeM. Pc:ylrrarn npe3eHryrorbc, Ha

cen,t i napcsrcHx 3aHrrl'rx 3 Kypcy (nry.n s'ru ue,li ri ua npe:eHrauia).

3MrCT Kypcy TA CAMOCTTTTHA POEOTA CTyAEHTTB B rrofo
OTIAHYBAHHI

Ne sltt Ten,tn 3aHrrb ra nr.{TaHHfl AJu caMoKoHTpon}o Kinrxicrl
loAr.rH Ha

can,rocriI
Hy

po6ory

llexLris I Teua: JIroAuHa i rircra. lepNanHa no.nirura a cSepi ,rixapcrrux :aco6is,
HopMaruBH6-npanore :a6e:ne.{euHs. OcHosui eranu crBopeHH, Ta

BlpoBaAxeunn,ri rcapcrrcux raco6is.

2



Uuma m t n d.'tst c o.tt o xot t m po.'l to ;

I . l)usuxtt, 3 nKlr.vlr noG'n t"l'rot1lb Jo('rilo('l:6ttttttst .tit;ic'?

2. I l fu t t;ts t t tt,t u t rl t i t t rt r t.t' tn(t c K( ;i t ( ).tt i,t t t), doc' mt,n t t i c, m t .il'l'/
J. /lclt,uturittu no.'titttut;u I't;1'ttti'tttt t; c'(tepi .'Lir;tt1tc't xux 3uco6i6 (xo.,tu i

xttx npuiu rnmu), oc'H olu Lt .v c mu, c'1,6' cr;mu pe a.t isutlil de px,ucu oi'

notimuxu ryodo su6esneqerutn ecfexmucrtocmi, xt;ocmi ma 6esneru,t

JI3.

1. 3uxottodacLte me ttop.r4umucrto-npalole sa6e'ineqetttn o6iay,rI3
ft tc u ottu i ioxy:t e r t m u ).

5. ('y6'cxmu o6izy.ll3, ix cfiytxtlii'i asere.vodii' .

6, ilctrnmmn npo cuc'me.uy ta1esneqeHHn nxocmi II3 ((;XP).
7. Buyraqeuua mep.virtits: inruoea1iiuuu.113, zeuepuvrtui JI3,

6 io:r oe i q r r uu mu rutd i 6 r t uit 6 i o.'t rtz i,l r ux n7todyx m.

8. K.'ttrc'uthixu4in di;t.'rt,rroc'nti c tu.t1,si c'mcrt1tcrtrrt .lI3.

9. ll{o postl.uinmu nid mep.trirro.u [)rug l)e.sign.

10. /tox.tittiurtu 1to:slxtOt;u .,'l'J. ii ttuttltst.ttrtt, GttlttuLtcuttlt nouluTttt

< (t u lt.rt u rye c m u Lt u u yto t po 6 xu l, < 0 ox.' t h t iq r t i d o c.' t i d ttc,e H tt D.

I l. KriHi,ltti doc.,tid,ut'euust/t;unpo(tycuttrtst, Gttytaqeuun notnmmn, trtulu
x: t itt i,t t t ux c u npo(tyccu t t .

12. [.e.uucuucbKu dex.tapu4iu 3 npa6.'trodurtu (1961 p, fe.tucuurcu,

Qt h t., utu d itt) ), o u t o c rt i np w t qu nLt I'e t u c i r t c, arc o| d e r:t ap at1 i i.

I 3. B uy t u q e i t H, n o t t fl n1 nt fl ( pc (' L' ntpu t1 ifu rc d oc r,c >, L, mpyK mypu n ozt t o? o

peecmpu4iirtozo docuc tru JI3.

l. Il o r nmmst < ni c",utpe ecmpa4iut ru axmuar icmu t. I7 ic:tape ec mpaqifu r i
doc:idx'euun t 6csnexu md e(tcxmuriuocmi M, octtoaui
H o p.v am Lt6r t o - npuc oc i u t;m Lt

Ilexrris 2 ['cnaa: Me'r'o.,]1o.'rolis Hityr(oBHx ,,locjri,'txe us y crfepi It&D. Ea:loei
rqoc-rri;1xrolrr. I(orrc'r pvxlnarrrrr :rircin ( [)rug Dcsign)

U um a u t u d.tst t' q.v o xt) t t tl1 po. t to :

l. lTpo4ec doc.'tidtx'euHn ma pospo1xu I7 (Research&Development,

RAD) tLK Kpumuqrrui cmun i'x cmaopernn.

2. Ocrtouri cmuyy.'nt d.'n poslxt(tlu ttocux.[l3Ocrtoctri emqnu pospo1xu
JIIJ tru octtoai uo6ux .tto.7eKy:utpuux c,mpyKmyp.

3. E(tcxmur;ruicntu pospo1xu JI3 (mep.ttirtu, capmicmu,

pu3uKo6aHicmu).

4. Ocuoaui xameaopii'Heldaqi ua nisuix cmadi:tx R&D ma y
n ic.txpe ec mpa t1 i iu r o:ny n e p i od i.

i. Octtor;tti e.,te.vettmu .ttcnlodo-'totii doc,.'tid,tK,ettb mo pospo1xu.lIS
( (t1, r 1 11 r,.r, o, ttt u. t bu i tl1 u tl p u K t u d t t i d o c'.' t i d.tx'c t t r ut ).

6. Bidxltuntntn.tir;it; ,K npotf L', 6ttKopuL'mocl,titttti ttidxo0u, lx
e c o.' t tct t1 ist, n p u x.' t u d u.

7 lusatut (roucmpyncautrst) .'Lir;ic (Drug De.sign) nx citutetxidtru4r,xutr

npoqec', tiopomKa icnxtpin l)rug De.sign.

8. Putli or rat ur tuil du suirr r .'r ix ir;, .vcmu, arfc xm ur;r t ic. m u, npux.tudu.
9, ('r;purriutoe i doc'.'tid,tu'cuun G posTxt6tli .113, cyntu, rtedolixu.

. I 0. Ompllxmyprto-itr(top.rrut1iittrutr nidxid nx mento.'toziu
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KO.tt n 
tn 

m e pt t o?0 n po?t t o3l'6u rt t 1 fl .

I L Ko.vOirr(tnlopttu xi.ttin mu 6uL'otionpodt,rmtt6rnnl (lxt1omutoaartuit)

c't;ltttttitt,'.

12. llpodyxmucuicntu pisrtux ni)xoditi r)o cidfutpy cno.'tyx-tidepic rta

npux:rud i d o c.t id :trce r u, I 4t7-.

13. /lusaiu tircie ua ocuoai yexauis.vic.

I 1. Il p o mo Ko.t t t o 6 m o.t t u m t t 3 oG u r t ( ) ?o np o e Kmyrs a u u n .t ix i c.

I 5. I7 o t nm mfl .\t o:t c t;y.' Lnp t t o <, o .tt o d e t n c a u t t :t.

I6. Memodu QSAll (r;i.'tt,r;icrrc c'niccidrtoruetutn "cmpyKmype -

uxmuett ic'ntu " 1, ix munLt.

I7. cl>ap.vaxorftoprtuit nic)xid y cidxpummi xaHdltdamic c ilru.
18. 3aarocartuu rta peUenmopctx Drug De.sign.

19. Mo.'tcxlt.tnprtuir t)ctxiut r; puryt64i .ll?.

20. ln-Sil it'o,1 Di\l l'-'l' .tttsdc.'ri c 1to spo6tli .tl'),

Ienrir 3 cNla: Me'ro.'lo:rot'is lravKor]14x .,toc"rri.rtixerrr, y crpcpi I{&D. /{ox.rriuiuui
oc"rrirx<eu ur e(rerru euocli la 6clrrexn. Kepi nrr u r lreo IC I I M 3 (l{2)

' Llmu D-tfl dlltt c a.v o x o Hmp o.uo.'

1. /lctxtirtivui doc.,tid:treuHn uti nepruui eman pnpo1xu ,U3.

2. l{xi rfaxmopt,t 6t,t3uuqanmu dusailtr ior;.,riui,*rux doc'tidtrertr,,
d o c.' t id.u<'e t t t t1 s d ot;.' t i t t i q t t o| o t1 i t t x u i t t t t occt t1 i iu t oto .l I J.

3. 'Jr:imu npo dot;'tirtiqrti doc.tid)t('euuu uK ete.veHmu xody:tst IV
peecmpa4iuttozo doct,c ua JI3.

1. Kepiauu4mco ICH M3 (R2) - 3u?a:rbue repicrtu4mao s pospct1r;u.ll3,

nidzpyttmst d.'tsL c'mcopeuut! mu cnpocudtx'eHHn, .vema.

i. Octtot;tti c.'tc.ttctttl1tt. o6t'st:u dot'.'tidltettt ttu nidmpu.vKy neiln,x (tets

t;.' t i t t i q t t u.r c lt n 1 
tt t 6.t't; tl r t t,.

6. <lli.rttrttttir (a.rplrtrutttt'-t') l',"8 rlrutu (0)), rtyttrr;.tudtr KB, u1g

npocodnmucu nepcd mpudutliilton cfiusoto l.

7. ,\ox:tirtivrti doc:tidtteruHfl, tqo ilanmb (tymu r;uxouctui neped (tuson
IKB

8. cltaxmopu, u.lo 6L&taqanmb npo?po.rtu ttacmynHux doxltiuirtuux
d o c.t id,tt e r t u, d o d a mx o c i d o rt i t t i,r r t i d o ct id.uc e u H u u a n i d mpu.u xy
pet:c'mgscrtlil'.

9. fiox.'tiruiurui doc:tidltertrtn 6esnexu i nomeu4iirui no1i,uti peaxtlit'.

L0. B saey o sa.ue truic ma O ott itt i,lu ux ma ti:t iu iquux i)ctuux, npux.'tudu.

2

ilercuis 4 feva: Ilopuarnnuo-npanoai ra rrayxoei actreKrn po:po6rcr.r noli6uux
5io,rori,ru ux,rixapcrrHx rrpcr rapa li s : nex.lr i u i uu i ;1oc;r i;lxeH Hfl

I I t t m t t t t t t st d. t st t' tt.t t t t t;t ) t t nt p( ). 1 t( ) ;

I. IIo0i6tuir 5irt.'toti,1rtuir .'tixupc'r'xuil npenupum (6iocu.ui.tst1t1:

m e psl i tt o.' t o ? i st, x tt p t t tt t x tt i c' n t o p i st L' x (i u.' t e t t b.

2. I I pu u 4 u rutc i rs i d.u i t r t,r .rr i,x' 6 i oc' t.t.r t i. r st po.r t m u <.c u c p u Ko.n.

3. Lluciulo po:yt6.'rnmu 6ioc'u.ui.'tstpu i uo.ny 3pocmac' Ki.taxicmbmaxux
pospo6ot;,

1. Eco.'ttoqisL uop.t4omulno-npocolttx Gu.tlo?, pospo1xa xcpitittu4me,

ocuor;ui ('t;poneirc't xi xepiututlm6u, ttacmatto6u ('7'-l{ MO3!'12 -
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7 5.201 6 <.llixctltc'r,ri tuc'o6u. 'Ju:u.'tt,rti tlptutUunu dor;:tiltiqrtux mu

t;.'tirtiqttttx doc'.'tid,ut'cttu rutdi6ttttx 6io.'totiqttux .'tit;c7tc't xtlx saco6itt,

stx i .tt i c' ntn n? b nK u ri m uc r 0.' cy'6c' rya t t t 1 i to 6 i.'t xt,t, o mpux a u i sct

d o no"u o z o p 6 i o me xu ottz iir.

J. IJ-(ct nompi6uo dm docedeurtn 6ionodi1uocmi.

6. Bidyiuuocnti y tlur;trox pospo6xu opuzirua.'tt,ttozo 6io.qoziqrtozo

npu( D' K m)' mu 6i oc u.u i. t tr ptr.

7 Hex.tiuiqtti r)oc:tid.xcerrrtn 6iocu.rrilutpic. 3aza.turti npuutlunu,

noemunrtuit nidxid.

8. /Joc:idlteuHn eman)) l. /toc'.tid,:trt'crtttn in vilro.

9. /loc:tid:x'eutut cmuny 2. Buvta,terrrn ueo1xidrrocmi doc.lid.ru'euu in

vitto.

I0. 7\oc'.tid,)t(cttttn emun1l 3. /bc'.'tid,tt(ctttttt in vivo.

Jlexrriq 5
'cua: 

l{oc:ri.,trrcrrus la porpo6rca :tixapcurcHx 'laco6is (R&D). OcraHu

ctr,rlerruii

I uma ut tst dttst c av oxot l mpo:tto :

1. Hoci cmpamezit' ma nidxodu do cmrsopeurun,43, 3.viHa ax1errmic.

Po3cumox cmapmanie.

2. Hoei iucmpy"veumu. RNAi -'mento.'utzi[.

3. Ittrroca4iiuti cuc'mc.trt,r docntuct;u .'rixic (Drug Delivery Sy.slems)

1. 7'puruc.'uttliir t a .ued mlut ru/Trun.; I u t i o rui Mad ic' i ne ; .ve mo mo

irtc'mpy.veumu.

5. Hoci.vode.ti, u.'ropumvLt mu vcmodu mecm)'6uttutt.

6, l-lepc'ottu.'ti306uno (tuyt.truxomepunin.

7. <JIixu-t'ultttnttt>. llottttttttt;tti ntu uc?utintr;rti ntattdatttlii' c c'$cpi

L' I t I (i ( ) I )1', I I I t tl t t I ( I 6 tt f )( )( ; ( I ( ).)t('( I I I I tt..

8. lu1ctncqeuux puuuboto doc'myn1' nuryictttnir; Oo rtorio,'o .'tix1'tiuurut.

fl p o a pu:t u i iu c' m pyx e t t m u n p u L' K o p e H o ? o c'x B a: t e H H n.

9. Posu.tupeuun r)ocmyny na4ieumia do uottr,tzo nixyrsamut. Hoca4ii'c
c $ e p i x't i r t i,tuux au npo (ty c cu t tr.

10. Bidxpttmi ilrrtor;ut1it mu zpoxadrutcuxu uuyKq. Cymu i "trotx'.'tueocmi.

2

3er',riuap I \[emodoltozia ma opzauisatlin HayKorux doctiduceuu y c$epi R&D a
J

euiHap 2 Beedeuua a GLP. Icmopin ruHuKHeHHfl mo enpoeadcreuun GLP. OECL
npuH4unu GLP. Cucmeva ffioeMHozo npuiluauun dauuy. OECD System

tf Mutual Acceptance oJ'Data (MAD)

J

Cen,riuap 3 Pet'.y-pt'tt : /loc'tidrttrtlbtiu .t'L't11uuor;u (o1t,-ttrritLttlist t)ist.'tt,rtot't'tli). Ynpuc.'titttt*

')oc'.'tiOtttttlt xotct -yL'tn(uto6oto. Kapir;ttttt; t)ot"tidlrattttst. IIcltc'ottct.'

)oc'.tidlrettttst.

a
-)

euiuap 4 Pecypcu: Ilpuuiryeuun. O1naduauun. Bumpamui .vamepianu. IlocmoqoHHn

uame p i anuu ux pe cyp c ia.

J

enriuap 5 YapaxmepucmuKu: Tecmoai ete.veHmu. Tecmoci cucmevu J

en,riuap 6 I lpu6u.'tq: ['l.rurt doc.tidltarrrut. I-o.'tocrruir ryacltix ioc.tidx'eruu.
Cmarrdapmr ti onepatliitu i npo4edypu.
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eviHap 7 Pesl'.'Lumumu: llepcurtrri deuri. Oc'mumoqrtutr (zur;.'uourtuir) scim. Apxicu mc

:rytxicyriut tt tst.

3

Serr,liHap 8 Sa6esneqeuua nxocmi a
J

3err,rinap 9 Upuu4unu GLP ma doctridtrceuun in vitro 1J

eviuap 10 C LP mo KopomKocmpoxoci doc.nidtreuun -)

err,riHap I I '.i L P ma 6aeum oqe r t myt c i drict id,tx'e r u t tt 3

en,riuap 12 i L I' ma t;o.M n' n me pu s r,tc au i c' uc me "v u J

HAHBrAyaJrr-,

ri po6orra
me.v a.v Lt KypL' y (.t e x t 

1 
i iu t t.t x nt u c' e.v i r t u p L' b K ux t u r nm u ) 9

Y M O B I4 B I,I 3 H A tI E H H'I H A B tI AJI b H OTO P E I;I T I4 H TY
Ouinxa 3a MoAynb Br.r3Harraerbcfl flK cyMa oIIiHoK rroror{Hoi Hae.{amsoi AislsHocri (y

6zurax) ra ouisru nilcyr'{xoeoro MolynbHoro KoHrponrc (IIMK) (y 6anax), flKa Br.rcraBnrerbcfl npr4

oqiHrcsaHHi reoperuvHrax 3HaHb ra npaKTLrt{HHx HaBHqoK 3Ao6yBa.ris silnosilHo go nepelixia,
B H 3 H aqeH r.rx nporpaM oto HaBqaJr bu oi lucuu n,l i u r,r.

Marcaua,rrHa xi,'rlKicrr 6arie, rxy acnipaHT Moxe Ha6parlr npu sr,rsqeHui KoxHoro
Morynr, craHoBr.rrb 200, e roMy qucni ra noro.{Hy HaBqiubHy AiflnbHicrr - 120 6a,ria. tlMK
:Aificurcerbcs no 3aBepueHHrc BI4Bt{eHHs scix reM MoAyns Ha ocraHHboMy KoHTponbHouy :aurrri
3 MOAynfl.

@oprr,tu [poBeAeHHs flMK Ma]orF, 6yru craH.qaprH3oBaHHMH i sx,qroqarn KoHTponb
Teoperr.rqHoi ra npaKruqHoi niArorosxh. Maxculra,rrHa ri.rrrxigrr 6alin, flKy Moxe Ha6parn
rao6yaau rrpu cKJraAaHHi IIMK. crar{oBI4Tr, 80, tlMK BBaxa€'r'bcrr 3apaxoBaHHMo flKrrlo acnipaur
Ha6paa sd ueurue 50 6alis.

,I{nr ouiuroBaHHfl ttotoquoi HaBqalbnoi ltiqJlr,Hocri ec'raHonJ.Iroerbcg eAhHa urKiuta,"flKa
BH3Har{a€ $ixconaui 3HaqeHH, AJIfl MaKcIrMaJIbHo rrtoNrl.tsoi ra rrriHirr,tansHo ueo6xiguoi rilrrocri
6anis (l l0 6a.nie, rxrrro noroqsi oqinru - <siAMiHHo> ra 60 6zurie, sKuro noro.rui - <:aAosinbHo).

Ao I 10 uaxcutrra-nruux 6aaie Moxyrb AoAaBarl4cr 6anu sa iuguni4yanbuy po6ory - se 6ilsrue l0).
Banpr 3a rroroqHy ycriurricrb npran'r3yrorbcfl Ao cepe.uuroi apuSlaeruuuoi ouiuxr.r 3a

rpagraqifiuoro uornpu6aJlbHoto cucreMoro He3a,TexHo eil rirrrocri eausm n rnro.uyli. Ilpr.r urolay
BpaxoByrorscx yci aratn po6ir, nepeg6aueui nerorurrHoro po:po6rcoro Arq 3anraHosauoi reMH.

3a,rix :lificuroerrcq nic,'rs 3aBepueHHr BHBqeHHs scix reM Ha ocraHHboMy raurrri. [o
nMK AorycKalorbc, rAo6ynaui, qKi silsiaanu yci nepe46aueHi HaBqaJrbHolo nporpaMoro 3

Arlcunnriutl ayAI-ITopHi :auqrrq, Ta npu susqeHHi MoAynfl Ha6pzurr.r rimrcicrs 6a,ria, He MeHrxy 3a

rt,tiHir,,ransHy.

flporpaua sanir<y BKmoqae o6os's3rcoey i aapiarraBHy t{acrHHrr.

O6os'q:]xoBa qacrr4Ha oxonrroe :

- Teoperr4qHe 3aBnaHHr. flKe nepel6auae nr4cbMoBy sianosiar Ha nr,rraHHfl. uro Aae
rraoN,'r r.r sicrs oui rr nru reopel'H q H u fi pi eeu r r r iAro'ro sru :

- attaJti'rH'lHe 3aBilalltlfl" RKe ttcpc46auac pezuli:auiro ua6y'1ax HaBI4ttoK po6oru ra
po:a'mauur cr.rryauifr HHx 3ar,aq.

Bapiarranua qacrllHa crocy€Tbcff HayxoBr4x ra npaxTr.rqHr.rx acnerrie ueroAolorii ra
oprani:auii HayKoBoro AocniAxeuus siAnosiAHo Ao o6paHolo HarpqMy 4ncepraqifiHoi po6oru.

TIOJIITI,IKA AOEPOTIECHOCTI
BHKoHauHq HaBwIJIbHLIx 3aBAaHb i po6ora a xypci r'{ae siAnosiAarr,r Br4MoraM Koaency

axaAeuiqnoi ao6po.IecHocri [Y IOT HAMHY (xorvricir :arnepANeHa Haxa3o tur 974 nia 03,09.2020
poKy, KoAeKc 25.09 2020 poxy)
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