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AO
TIPEACEAATEJTfl HA
HAPOAHOTO CbBPAHT,IE

yBAXAEMI,I IOCTTOAI{H TTPEACEAATEI,

Ha ocnosaHue vn. 87, a,r. I or KoucrNryrlurTa Ha Peny6nuxa Banrapnx u
q.n. 70, aa. 1 oT IIOIHC BHacrMe 3aKoHo[poeKr 3a rr3Mexenr.re r4 rorrbJrxexr.re
na 3arona 3a Berepr,rxapxoMeArrqr.rHcKara 4efiuocr c MorrrBI4 KbM r{ero u
npeABaplrrenua oqerra aa ntogeficrrueto, ctrJracHo MeroAororrisra -
npunoxel .re ruu lIOffiC.

Moarnu, 3aKoHonpoeKTtr 4a 6r,1e fipe.qcraBeH 3a pa3rnex,rlaue r.I

firacyBaHe c6rJracHo ycTaHoBeHr.r{ peA.
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3AKOH
3a rr3Mexeufie rr AonbJrHeHEe Ha 3aroua 3a BerepsfiapnoMeAfiur{Hcrara

AefiHocr

g 1. B v.n. 2,
npoAyrru (BMII)" ce
(Bnn)".

r. 1, 6yrna ,,x" 4yunre ,,BereprrrapHoMeAl.tqr.rucKn
3{rMeHflT C,,BeTepAHapHr.r reKapcTBeHH flpo.qyKru

$ 2. B vl. 7 ce nparx.r cJreAHr.rre u3MeHeHr.rr:
l. B al. I:
a) n r. 6 a6perrarypara,,BMll" ce 3aMeH.f, c ,,BJI[I,,;
6) r r. 1 I AyMara ,,Berepr,ruapxoueguqrltrcrur', ce

,,,BeTepr. H apHr,r .nexapcrrenr".
2. B an. 3:
a) n r. l3 a6perrrarypara ,,BMII" ce 3aMeH, c ,,BJIII',;
6) rovra 14 ce u:Mens raxa:
,, 14. pa:peruenure 3a rtproBux BJIII;"
n) n r. l5 a6peanarypara ,,BMfI" ce 3aMeH, c ,,BJIfI,,.

3aMeH' C

g 3. B v,r. 23,an l,r.2,6yxya,,,o" a6peararypara,,BMfI,'ce 3aMeH,

$ 4. B r.rr. 39 HascsxlAe a6perr.rarypara,,BMII,, ce 3aMeH, c ,.BIII'..

$ 5. Cregarar ce ul. 39a, 396 u39s
,,Y.n. 39a. Koraro r Peuy6lnxa Eurapux HqMa noAxoAf,rrl pa3per[er

3a r:bproBll, BJIfI cluaclio [3r{c(BaHero Ha qr. 106, naparpao 1 or per.nauen:r
(EC) 201916 ua Eapoueficxfl, raprraMeHr n sa Crnera or fl a"*errpr 20 lg r.
OTHOCHO BETEPI,IHAPHI'TE JIEKAPCTBEHTT IIPOAYKTI' I4 34 OTM'IHA XA .{TEPEXTUNA
20011821EO (OB, L 4143 o-r 7 tuyapu 2019 r.), Hapuqau no_saramr
,,Perraueur (EC) 201916, or perfic'rpHpaH BerepnHapeH neKap no r.r3Krrror{eHr.re
MOXe Aa ce ynor-pe6enaT [eKapcTBeHX npo.rlyKTr.r IIpE ycJroBn.f,Ta, flocoqeHu Bqr. I 12 - I 14 na cbllr.rs peruraMerrr.

Y,'1. 396. Perucrpupauurr BerepuHapeH rerap, xoftro upulara
JreKapcrBeHr'r npoAyr*u [p,n ycnoBr.rrra Ha r{[. I 13 u 114 0r pernanrexr (EC)

fI poemr!

(o6u., [B, 6p. 87 or 2005 r.; nrm., 6p. 30, 31, 55 u 88 or 2006 r.,
6p.51 u 84 or 2007 r.,6p. 13,36 u I00 or 2008 r.,6p.27,35,74,95 u 102 or
2009 r., 6p. 25 l 4l or 2010 r., 6p. 8 n 92 or 201 I r., 6p. 77 , 82 a 97 or 2012
r., 6p.7, 15, 66, 68, 83 u 99 or 2013 r., 6p. 98 or ZAl4 r., 6p. 14 or 2015 r.,
6p. 14,34 s 58 or 2016 r., 6p. 58 u 85 or 2017 r.,6p. 17 n 98 or 2018 r., 6p.
24 u l0l or 2019 r. u 6p. 13, 51, 52 trTl or 2020 r.)

c ,,BJIfI".



201916 onpeAeiu KaperrrH, cpoKoBe 3a re3r.r [poAyKTr-r, cbrJracuo qn. l 15 or
c5rllu, perJraMeHT.

9.n. 39s. ( I ) Beteprarapxr.trr JreKap, roftro npr.rlara JreqeHue c
JreKapcrBeHr.r npoAyKTr{ npn ycJroBnflTa Ha !ur. ll2 - 114 or pernauerm (EC)
201916 caxpaHrBa Ao*)rMeHTarlurra, cBrp3a*a c Jreqe,r.rer:o 5 roAr.rxr or
AaTaTa Ha npr,rJ'raraHe Ha JreKapcTBeHLu npoAyKT r.r I [peAocTaB, Ha
KonTponrr{re opraHr.r ua EAEX rrpt,r [poBepKa.

(2) [oryrrleurarl[rra rro zln. I clgrpxa: Aara Ha flperurera Ha
xu Borurre, A€lHHr,r 3a co6crseHrixa Ha xlrBorrrtrTe, 6pofi, Br.IA lt
r.r4eu, uoaxaquoHeH HoMep Ha reKyBaHr{Te xlrBorrrn, Ar{arHo3a, rlpeArrr.rcaHr.r
JIeKapcrBeHI'I [poAyI(Tn, K)fpc Ha reqeHEe I4 orlpe.qeneHrlTe KapeHTHtl cpoxoee."

$ 6. B vl.516, an.2 rqure,,Berep HapHoMeAru{Hcxra npo4yxru,,
ce 3aMeH.sT c ,,BeTepr.rHapHu JlexapcTBeHr.t npoglxrtt ".

g 7. Crs4aaar ce qa. l28a u 1286:
,,rLr. 128a. (l) llsntauurerHr.rrr Ar{peKrop na BAEX Moxe Aa

L usnonatanero Ha r.rMyHoJrorr{qeu BJIfI, rofiro He e pa3perrreu B
paMKr,rre ua Erponeficxt4, cbro3, a cnyrari Ea nojrBa na 6onec:r or cnr{qbKa,
rocoqeH s 'rn. 5 or Perlarraenr (EC) 20161429 ua Enponeficxfi, rapJraMerrr r{ Ha
Crsera or 9 uapr 2016 r.3a 3apa3Hr.rre 6onecru rro xr4BorHr.rre r.r 3a r.r3Megenue
r.r oTMJrHa Ha O[peAeJreHU aKTOBe r O6.nacTra Ha 3,UpaBeorra3BaHeTo Ha
xr,rBorHr,rre (3arono4a're.ncrBo 3a 3ApaBeona3BaHero Ha xr.lno'ruzre) (OB, L
84/l or 3l naapr 2016 r.), Hapr{qaH rro-Hararbx ,,Perna*reHr (EC) 20161429,
vowr Ha HoBoBb3Hr.rKBauIa 6orecr, ctrJracHo ql. 6 or carqur pe raMeHT;

2. ynorpe6ara Ha rMyHonorrqen BJIfI, sa xoiro HrrMa pa3perrreHr{e
3a rbproBriq B paMKure ua Enponeficrulr ctlo3, Koraro roBa ce HaJrara B
HHTepec Ha 3ApaBeTo Ha xaBoTHriTe, x).MaHHoTo OTHOrtreHr.re K6M Tf,X ri
o6ulecrnexoto 3ApaBe, u Koraro rlMl.rrononirrnlrsr BJIfI e pa3pertreH, Ho Beqe
He e EaJrr{rIeH n Erponeficxa, crro3 ra 60necr, Korro I{e e nocoqeHa s .ur. 5 r,'ru
6 or Per.rralrenr (EC) 20161429, Ho Korro Beqe ce cperqa Ha repriropr{rra Ha
Erponeficxr.rx crrcs;

3. ynorpe6ara sa BJIfI, Kor.rro He ca pa3petuerr.r 3a rbproBr{, B
Peny6nrxa Er,rrapux, (oraro o6craHonrara c or,,eA Ha 3AparBeola3Bauero rra
XABOTHIITE U,TU O6TTIECTNCHOTO 3APABE HAJIAIA TOBA I,I AKO CSOTBETHI-I'rE BJIT CA
pa3perrreHr.r 3a r6proBr.r, B Apyra AspxaBa r{JreHKa.

(2) Parpeurear{ero rro an. 1, r. 2 ce gasa floorAeruo 3a BceKr,r
KoHKpereH cnrrafi.

9"rr. 1286. Koraro xr.rBoruo rqe ce rl3nac_E 3a rpera crpaua r4 rro
orrrorueHr{e Ha Hero rpr6na Aa ce nperflprlreMe onpeAeJrena upoorlrarruuua
Mf,PKA, I'I3IIbNHI,ITEIHI4'T AI'PEKTOP UA EASX gNA ONPABOMOIIIEHO OT HErO D,IIIE
MOxe Aa pa3perxu Ha xr4BorHoro Aa ce [pr4rroxr{ nMyrronoru.{eH BJIfI, rofiro

2



He e pa3peueH 3a r:bproBr.r, B Peny6rflKa EbJrrapur, Ho e pa3perueH 3a
Tr,proBH, cbffracHo 3aKoHoAaTeJrcTBOTO Ha TpeTaTa CTpaHa.

(2) B c.rryvarare no Errr. t EAEX r.r3B6prrrBa KoHTpon [pr{ BHacqHero H
ynorpe6ara Ha r.rMyuoJroruqnr.r-fl BJIII."

$ 8. B vl. 132, at. I ce npaaar cJreAHr{Te r.r3MeHeHru r.r Ao[bJrneHr.tr:
l. B r. 1 HaKpafi ce go6aer ,,yBeAoMJreHr.r rita za cr6urs, c xr.rBorHrr B

xr4BoruoBbArrra o6err:n no qn.137, an.1 go perricrpr.rpaun, BereprrrHapeH neKap,
o6clyxaarq cborBerHu, xr.rBornoBtAeu o6exr, ce r.r3B6plrrBar caMo rro
eneKrpoHeH rtbr irpe3 Hxrerpupanara ux$oprr,rauuoHHa cr{creMa sa EABX, a
,,BeAoMreHr.r.ffra ta ct6urus c xr{BorHu B xr.rBoruoBb4uz o6exru no qn. 137,
a,r. 1 1 ce r43BbprrrBar no eJreKTpouerr nlr spe3 I,Iurerpzpauara ran$opuaquonna
cllcreMa ua EAEX rlx nucueuo;";

2. B r. 4.,4a,,5,6 u 7 gylaure,,trucMeHo r.rJr]t flo enexTpoHeu n6r qpe3

ZxrerpupaHara r.rn$opnraquoHHa cr.rcreMa ua BAIX no !rJr. 5 l, a.n. 3" ce
3AJIHqABATI

3. B r. l3 HaBcrxbAe a6peauarypara,,BMfI" ce 3aMeH, c,,BJI|I";
4. B r. 16 a6pearaarypara,,BMII" ce 3aMeHf, c ,,BJIfI".

$ 9. B v.n. 139 ce nparm cJreAHr{re rr3MeHeHHr:
I . B an. 1 , r. 1 3, HaBcf,Kbre a6peraarypa.ra .,BM|I" ce 3aMeru c

,,BJIII", a AyMara ,,cy6crarqux" ce 3auesg c ,.rerqecraa";
2. B a,r. 2 gyuure,,xpaxlre u roplrre" ce 3arfiqaBar.

$ 10. B .rr. 151, r. 9 a6peeNarypara ,,BMII" ce 3aMeHf, c ,,BJIll".

$ I 1. B ,Iil. 179 ce [paBf,T cJre.qrr{Te [3MeHeur,rr:
I . B a,r. 1 ayrurr,r, e ,,Jrr{qen3r.rpitH BMII" ce 3aMeH.rrr c ,,pa3perrieH

BIII]".
2. B an. 2 aipetuurypara ,,BM|I" ce 3aMeH, c ,,BJIII".

S 12. B qn. I8l, HaBc.f,r<b.[e a6perr.rarypara,,BMI]', ce 3aMeE{ c
,,BJIII".

$ 13. Crs4ara ce rroBa rJraBa e.qlrr{aAecera ,,BerepruapNu
reKapcrBeHr.r flpoayrrr,r" c pa3leJru o:r I go VIII r,r nosN rureHoBe o.t 276 lo 373

,.Ilasa eArrHaAecera
BETEPI,THAPHI4 JIEKAPCTBEHI4 TIPOAYKTI,I

ParAe,r I

)

Ilycrcaue Ha na3apa Ha BerepnHapHrr JreKapcrBeHH [poAyKTU



1:t. 276. ( 1) Bereprauapex JreKapcrBeH npoAyr(r, xoiro e nprrrorBen
B npoMltllrneHl{ ycnoBli, I,IJlI.t IIO MeTOA, BKJrK)rIBarrI npoMulIIJIeH npOUeC, Ce
nycKa Ha rra3apa, sLxpaHrBa u ynorpe6xra a peuy6nr.rxa Burapxx cle4
noryqeHo pa3perrreuue 3a rbproBr.rr no peAa sa sn. 44, 47, 49, 53 z 54 or
Perrauent (EC) 2019/6 uJrr.r rroJD {eH ceprr.rQNxar 3a per}rcrparlx, Eo pe.{a Ha
q.u. 86 or Pemauent (EC) 2019/6.

(2) Pasperuenr,re 3a rbproBfif, Ha BJIII Moxe Aa 6rge us4a4eno, caMo
aKo aKT}rBHr4Te BerqecTBa, r,r3rroJr3BaHl KaTO r{3XOAHn CypoB[Hn 3a
npor,r3BoAcrBo Ha BlIfI, orroBopf,r Ha r3r.rcKBaHr{rra Ha qJr. 2, naparpaQ 2 or
Perurauenr (EC) 2019/6.

(3) B cnyraNre ro qrr. 5, naparpaQ 5 o.r pernauenr (EC) 201916
aKTuBHrre Berr{ecrBa rpr6Ba Aa ca pa3peruexr.r c}DracHo perlaueHr (EO) Ns
47012009 Ha EBpoteficKrr, rapJraMegr E sa Cleera or 6 Mafi 2009 r. orHocno
ycraHoBrBaHe Ha Ilpoqelypfi na O6quocrra 3a o[peAeJrrHe lra Aoflycrr{Mr.rre
crofitlocrr.r Ha ocrarrqfl[ KoJrr{llecrBa or $aprr,raxonoruqHoaKTr.rBrru
cy6cranqun B xpalrlr or xrrBorr.rHcKl,r flpoli3xoA, 3a orMf,Ira ua peuauenr
(EHO) Nr 2377190 na Cuera r,r 3a n3MeHe,ue ua ,{raperruaa 2001/g2lEO ua
Eaponeficxax raprraMerr n na crsera (oB, L l52lll or 16 rora 2009 r.) N na
Perravresr (Eo) Nr 72612004 ua Enponeftcxr.r, fiaprraMenr u na crsera o:r 3l
rraapr 2004 r. 3a ycraHoBrBaHe Ha npoqe.ry?r{ ua o6rqxocr-ra 3a pa3perrraBaHe I{
KoHTpoJr Ha reKapcrBeHr.r poAyKTr.r 3a xyMarrHa r{ Berepr,rHapHa ynorpe6a r.r sa
cb3AaBaHe na Enponeicxa areHrlr.r, ro rreKapcrBara (OB, L 136/l or 30 anprl
2004 r.).

(4) Koraro BIIII noua,{ar g o6xnara Ha qrr. 5, naparpa$ 6 or
Peraaueur (EC) 2019i6, re Morar Aa ce rycxar Ha a3apa a peny6aura
Et.nrapua 6e: pasperuen,e 3a r6proBr{s, npr{ ycnoB[e, qe 3a rqx He ce r.r3],rcKBa
BeTepr,rHapHa pe{enTa }r He ce flpr4JraraT EpIC ApyI[ Xr{BOTHr4, OCBeH
flocoqeElrTe Ha eTuKeTa Ha npoAyKTa.

(5) Her,rcxnau flTa lo arr. I ce flprrJrarar r4 3a MeIlrKaMeHTo3Hr.r
npeMHKcn, [pol.t3BeAeHlr B trpoMltrrrJreHr{ ycJIoBn, r.rJrr.r tlo uero4, rofiro
BK!'rroqBa [poMfiIrrJreH flpoqec.

I{tt. 277 . Koraro npfi orir[TaHe Ha xapaKTepncrr.{(r,rre Ha AaAeH
trpolyxr B63Hr4Nr{e ctMHeHr{e 4a,ru roft e BJIfI, rti rca.ro Eofia,rta B
onpeAeJ'reHr.rero ro qrr. 4, naparpaS I or perna-uesr (EC) 2019/6, Ho rolaAa rr B
o6xaara Ha o[peAeJreHr4ero 3a npo.qyKrr.r flo ,qpyr HopMar,BeH ar.,, 3a ro3r.t
[poAyKT Ce rrpfinaraT r{3LICKBaHT{{Ta r{a Ta3II EraBa.

{n. 278. PasperueHue 3a rbproBr.r,
Berepr.ruapeH rrexapcrBeH rrpoAyxr (XBIII),
perucrparlfls na XBJIII, Kouro orroBaprr rra

BJITI.c

KAKTO 14

c xoMeolaTI4qeH
ceprz$Nr<ar 3a

i.r3LtcKBaHngTa no ql. 86,
naparpaQ I or P
na BABX r.ma

eur€tt'teur (EC) 201916, ce ri3AaBa or r{3rrtrrHr.rrerral, Ar{pexrop
oT onpaBoMOIIIeHO OT nero Jrr.rue, tla Qzaruecxo T4JILI
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Pasael II
Paepeurexue 3a rbproBrrfl c BerepfifiapHu JrercapcrBeH[ nporyrcr[

Ytr.279. (1) 3a urganaHe fia pa3peruenr{e 3a rbproBu, c BIIII no qa.
6, napanpar[ 1, 6yxaa ,,a" or Perrrauenr (EC) 2019/6 rrr{rrero no \r.27g rroaaBa
3€urBJreHrie no o6paseu ro r,I3rrbJrHarejrH[r, Anpe(Top na EAEX.

(2) 3amnenuero rro aJr. I ce no4ara JrrlqHo, trpe3 [bnHoMorrIHnK, rro
enex'rporeu 116T trpu ycnoBr{rra r.r rro peAa na .ur. 5 u 22 ot 3axoua :a
eJre(lporrHoTo ynpaBJreHr.re Hnu qpe3 nurleH3upaE IIorqeHcKH Oneparop.

(3) Krrtl 3arrBJreHr.rero no at. 1 ce fiprrJrarar:
1. 4aunu sa EI{K rra rrproBerla, a 3a ApyxecrBa, perucrpr{parr,r B

AbpxaBa-rureHKa Ha Enpouefcxr.rr c5ro3 - AoKyMer{T 3a ar(Ty€rrrHara
perucrpallll' no HaII oHUL'IHoro 3aKoHoAareJrcrBo, rr3Aa,qeH or KoM[ereHTHLL
opraH Ha csoTBeTHaTa.qbpxaBa;

2. peracrpaur.roHHo Aocr.re na BJIfI, Koero cbAlpxa [pr.rrroxr{Mara 3a
cborBerHH, BJI I goryrvrerrraur.r, ro ql. 8 or Pernauear (EC) 201916;

3. llocrpu or BJIII, crarrAaprrrrr BetrIecrBa sa BJIII, pe<fepenrnu
IrIaMoBe' ToKcIiHI'I a cepylr{I'I sa I{MyHoJIoruIqur BJIII, KoLIro ca Aocrarbsl{tr 3a
Irt3BlpIIIBaIIe Ha Tpn II3CJIeABaHHfl ;

4. xonue or pirperueHr.rero 3a [por.r3BoAcrBo r.rJI[ AoroBop c
flpor{3Bolr.rrejr Ha BJIII, floJryitHr pmpeueEr.re 3a npoH3BoAcrBo or
KoMnereHTeH opraH Ha A6pxaBa rIJreHKa, Koraro fi,rqero IIo rur. 27g ne e
IrpoI{3BoAureJI' I'IJII{ AoroBop c rbproBell Ea eApo c BJIII, rroJIyqLIJr pa3perueHr.re
3a raproBlfi Ha eApo or KoMIIereHTeH opraH na AbpxaBa qJreI{Ka, B cJD ra,Te,
Koraro nlrrlero no.ur. 278 He e rbproBerl Ha eApo r BlIil ce [pol.r3BexAa B
AbpxaBa rrJIeHKa;

5. 4anxu 3a r(Biurrr$[qflpauoro Jrlrqe [o ,+n. 77, naparpa$ g or
Peuauenr (EC) 201916 - uMe, aApec r rposecfiorramra KBarrr{abuKaqr.rx. xaxro
x .ueKJrapaqfi, or rna-nuQnqupaHoro Jrr{qe IIo ,aL 324, qe aKT[BHr4Te BerqecrBa,
BKJrrcr{eHI4 B ctcraBa Ha BJIII, ca npol'I3Be.(eHli npl{ c[a3BaHe Ha Ll3r.rcKBaHLIqra
3a Ao6pa [po[3Bo.qcTBeHa rrpaKTr.rKa;

6. roryueHr 3a fljrareHa rarca B pa3Mep, oflpeAenex B Tapr.r@ara tro
'ut.14, a1.2, Koraro nJlarrlarsro He e r,I3Btprrreuo rro eJreKTponer rrbr.

(4) JL.ruero flo qrr. 278 se rpeAcraB, a SA.EX AoKyMeHrarlr{rra
orHocHo oegonacHocrra pt',.a e$rxac,rocrra na BJIfI, aKo AoKaxe, tre
rpo.uyrrbr orroBap, Ha r{3r.rcrBanr{qra Ha qJr. 19, uaparpaQ 1,6yrnr.r ,,a,, u,,6,,or Per:rauenr (EC) 201916, rpr cna3BaHe rr3r.rcKB€urlrrra Ha .ur. 39 a 40 or
Per.nauea'r (EC) 20 19 I 6.

(5) I4gnulsareJrHrrrr Ar.rpe*rop ua EAEX un,n o[paBoMorrleHo or
Hero rrriue' Moxe .(a noucKa n'Ho.pMarlu-sra sa petfepenrnnr BJIII ca,racHovr. 18, naparpa$ 5 or perlauenr (EC) 201916.

(6) HautlnureJr,r,rf,r Ar,rpe*rop Ha EAEX r{rr, o[paBoMorrleHo orHero fl[{e, MOXe .Ua no}rcKa r.firibopnaaqr.rs or 3ajrBr{Teff cburacHo qn. Ig,
naparpaS 7 or Pemaueur (EC) 2019i6.

5



(7) B ciryvaure no qrr. 19, naparpaQ I or per.nauerr (EC) 201916,
3EurBrrrejrrr npeAcrzrB.fl s EABX pe3ynrarr,r or uoAxol.flql{ [peA_Knr.rHlq Hu fiu
KNI.IHIIqH H U3TIIdTBAHLT fl .

(8) B cnyraute ro qrr. 20 or Pernaueur (EC) 201916,3arrBnrerurr He
npeAcraB, AalrrHlr 3a 6egoraqrocrra u eQuracnocrra rra BcrKo orAeJrHo
AKTI{BHO BEX]ECTBO.

(9) B c.rryva.ure no qrr. 21 or Per.uaueur (EC) Z\lgl|,3arrBrlrerrf,r He
npeAcraB, TexHHqecKa AoKyMeHTarIur orHocHo KaqecrBoro, 6egonacnocma u
eQuracnocr, a ra BJIII.

( l0) B cly rarre rro rtJr. 22 or Pernauenr (EC) 201916, sarBr{rerrrr He
npeAcraB, .{oKyMeHTarlurra orHocHo 6egoracuocrra r,r eSaracnocTra na BJTfl.

{"rr. 280. (1) floxyuexrnre rro ,tr.. 279, ar. 3, r. 2 ce npegcrarxr ua
xapTlreH I4JII'I eneKTpoHeH HocI4TeJI' c I{3KJIroqeHHe IJa KpaTKaTa xapal(Tep[cTllKa
sa BJIII, ngpBaqHara I,r BtHrrrgara My onaKoBKa r.r Jrr4croBKara, Kor.rro ce
[peAcTaBrT Ha eJreKTpOHerr Hoc]rTejr.

(2) Kpamata xaparrepr.rcrr.rKa Ha [poAyKra r.r nH$oprrraurrflra B6pxy
nbpBr'rqHara I{ BaEIIrHara olaKoBr(a x BBpxy Jrr.rcroBKara ca xa 6tlrapcKH e3r{K.

(3 ) Etlrrernre ua BJIII Moxe Aa ca c reKcr Ha Hrxou or
oSuqualnure e3r.ruH Ha AbpxaBr.rre qJreHKH, eAr.rHr{rr or Ko}rro 3arbJrxureJrHo
e 6rnrapcxu esr.m.

(4) lbr.rcxaau[.f,ra KbM AaHHr{re, Kor,rro ce ctAbpxar B Kparxara
xapaKTepl'IcrlIKa Ha npoAy(Ta' BBpxy EbpButlHara I'I BbHIrrIIara onaKoBKa H B
rll{croBKara, ca B cborBercrsre c qr. 10-14 u 35 o:r Per,raueur (EC) 2019i6 n
yrBrpAeHr.r o6pasqu or 3[6JrHr{TeJrHr.r, Ar.rpeKrop na 6AEX.tlr. 281. (1) B EAEX ce r.r3B6prrrBa e(cneprxa orIeHKa Ha
AoKyNreHTaur.rrra rro qJr. 8 or Per.uaueHr (EC) 201916 r.r Ha KatrecrBara ua BJIII,
B ctorBercrBr.re c qa. 28 or Peuatreur (EC) 2019/6 r4 ce r{3rorB, AoKJraA.

(2) llpu r.r3BrplrrBaue Ha orleHKara no a,r. I BAIX:
l. npoaepma ctorBercrBr.lero Ha npraJroxr,fMara B ctorBercrBr.re c

Br'raa Ha BJIfI gorynaeura[r{q c H3I{cKBaHHrra, nocoqeHrr r .ur. g or per,rarrlesr
(EC)2019t6:.

2. tnscaersa KpafiHfi, trpoayrr H nprlr Heo6xoAr.rMocr, Mexrr_rHHr.r,
NPOAYKT ITJI}T CYPOB}IHETE B CbCTABA UA BJIII 3A IIOTBGP)KIABAHE IIA METOAITTC
3A AHAn'ds, n3rroJr3BaHr.r oT [pofi3BoA]rTeJL r{ ofl]rcaHr{ B AocI.IeTO;

3. Moxe Ea I,I3r,rcKa or 3arrBLITeJIx AonIJIHI{TeJIHa rrr4cMeHa
rn{opuaqr,rx, Koraro ycra,oBl, HerorlHocr, s.ltln uensruorr.I B Aocrrero;

4. uoxe Aa u3 cKa or 3a;rBlrreJl .qa [pe.uocraBr.r aKTIIBHLI BeIIIecrBa
rrJII'r MOCTpT'I a rieo6xo4uur.rre KoJlr{qecrBa 3a floTabpx.qaBar{e Ha MeroAa 3a
AHAJII'3 rA BJIII.

(3) B cryqaure rro an. 2, r
3af,Br,rreJrr. Cpom rro rrJl. 284. u.
yBeAoMneHHeTo Ao rroTBspxAaBaHe

u 4 EA-BX yBeAoMtrBa rr4cMeHoJ

I

HA

crrHpa Aa Teqe
AHAII,ITETII TS

OT NATATA HA

MeroA wlutu
npeAocraBcHe Ha rcKaHara raso0prr.raqr.rq LtJrr4 BeruecrBa, Ho He rlo-Kbcno or I g0
.{Hr.r oT AaTATA Ha lronrraBaHe Ha [r{cMeHOTO yBe.{oMneHHe.
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(4) Koraro irr,rqero rro rur. 278 He rrpeAcraBu r{cKaaara
AonbrHHTeJrHa uu$oprr.raqus ulurm aKTHBHT{ BerrlecrBa u/uru nocrpu a
nocoqexr.r, tro irJr. 3 cpox, r{3[BJrH[TeJrHr.rrr .qripeKTop na BABX v.nu
o[paBoMorqeEo oT Hero Jruue, cbc 3anoBeA [peKpaTrBa nporleAypaTa rro
H3AaBarre Ha pa3perrrexrre Ha rtpros[q c BJIII ]i [rrcMeHo yBe,qoMrBa
3A.,I BI,ITEJI',

(5) 3anore4ra to al. 4 ce cro6ulana r4 Moxe 4a ce o6xa.raa ro peAa
Ha Agur.rulrcrpau{BHoflpouecyargr{r KoAeKc. O6xareaHero He cfl]rpa
H3IISJIHEIII{CTO.

(6) B cnyvar.rre rro aJr. 4 nuuero no w. 278 Moxe Aa [oAaAe HoBo
3aqBrexrie 3a rr3AaBaHe Ha pa3pemeuxe 3a rtproB r c BJIII no peAa Ha ro3rr
qJIEE.

(7) Koraro H3cJreABaur.rf,ra rro aur. 2, t.2 He Morar Aa 6.star
n3B6prxeHr.r n la6oparopas na EAEX, B cpoK lo 45 luu or [oAaBaHe Ha
3aflBreHr.rero no w. 279, al. 1, nsnranr{TeJrrrr{rr llrrpeKTop ua EAEX unu
olpaBoMoqeHo oT Hero JrLIue, I]ICMeHO yBe.UOMrBa 3agBrTellfl II X3IIp2rrIa
MocrpuTe 3a u3BbprrrBaHe Ha r3cJre ABaHHs, n o(fnquaaua la6opa:ropu_a oa
KoHTpoJr sa BJIII Ha repnropr.r.fira ua EnponeficKrr{ cbro3.

(8) Pasxo.qure 3a rr3rrpaqaHe Ha Mocrpnre u r.r3Bbp[rBaHero Ha
I,I3cneABaHI,rtra rlo an. 7 ca ea cl{erxa Ha 3arBl{Terr.

(9) 3a usutpruBare sa lr3cJreABaHurra rro €u. 2,, t. 2, 36rBr{Ter.rrr
3alIJiarqa qerra B pa3Mep, o[peAeJreH B ueHopaBrrnca IIo qJr. 3, a;1. 5 or 3axona ga

Srarapcrara areHult, no 6egonacuocr Ha xpaar{Te.
rll. 282, (l ) Krlr u3rrlJrHllrerrHr.rrr Ar.rpeKrop sa EABX ce cb3AaBar

cnequaJrr43lrpaHll KoMr,rcl,Iu clc craryr Ha rrocro.r{Hxo AeficrBzrrll4
KOHCyJrTaTrrBHri opraHr,r, KaKTo cJreABa:

1. Korrauclrs sa Sapuarlerruvnra BJIII;
2. Kouucun 3a uMyHoJroraqnra BJIII.
(2) I,{znstmurerrxlr.rr Ar.rpeKrop sa 6AIX c6c 3aroBe.q orpeAeu

cbcraBa Ha KoMr{clrr{Te no a.,1. 1 U yrBbpxAaBa [paBr.rJrHrrII[ :a pa6orara unr. B
3a[oBeATa ce ofipeAenf, r.r BS3IrarpoI(AeHIrero Ha aiJreHoBere Ha KoMltcnrrre.
ocBeH aKo B 3aKOH e npeABlrAeHo Apyro.

(3) t{neHoaere Ha eff€qiraflr.t:lnpanrl-re KoMlrc}rr{ uo a.,r. l:
I . ca glrxxu Aa ua3rr r raEua Aaurrr.rre or Aocrrero na BJII,

npeAJroxeE 3a pa3perrraBaHe 3a r6proBr,rs, 5 ro.[nuu cneA [peKparrBaHe rra
yqacTr{eTo cr.I B CbOTBeTHaTa KOMr{C[r;

2. ne uorat Aa u3noJr3Bar .4aHHr{Te or AoKyN{eHTau}Irra, 3a aa
o6,raroAerelcrsar ce6e cv ptfis rperr nuua.

(4) 3a o6crorreJrcrBara ,,o aJr. 3 qJreHoBere Ha KoM,crrlrre no an. l
noArrr.rcBar AeKnapaqn, no o6paseq, Korro npeAcraBrr Ha r.r3n.bJrHrrreJrHr.r,
AnpeKTop Ha EAEX. .(er.naparll{sra ce cbxpaHflBa oT ceKperap, Ha cborBerHara

roAr.rHlt oT AaTaTa Ha npeKpaT{BaHe Ha rracTr{eTo B
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9,r. 283. (1) Crorreraara KoMr.rc[, to .tst. Z82, a,r. l, era ocHoBa Ha
npe.ucraBeHara AoKyrueHTarI[, IIo r{Jr. 279 n lo:(J.ala or eKcfieprHara oueHKa no
.{n. 281, al. 1, u3roru craHoBr.r[Ie IIo 3€rrBJreEr.rero 3a ri3AaBaHe Ha pa3perrreHHe
3a rbproBu, c BJIfI ao H3rrbJrHHTerHr,t, AuperTop na EABX.

(2) flpu r.r3rorBrne Ha craxoBurrlero KoMr4cr.rrra no al. 1 Moxe Aa:
l. ugscxa or Jt[uero tro r{Jr. 278 ronbnHrireJlHa trrlcMeHa

uu$opnraqua, Koraro ycraxoBr.r Heror{Hocrr.r u/uru.r uenusorr B .qocuero;
2. wzucxa, [pr.r Heo6xo.urrMocr, or Jr[qero no wr. 278 Aa r,r3Bbprxtr

.qonbJrHrrreJrHra ;ra6opatopnu tlutu KJrrrHr.IqHr.r rir3cJIeABaHH.rr x Aa IlpeAcraBa
pe3yJrTaTI{Te oT TqX.

{.n. 284. (1) I4snLrnr.rrernr.lrr .qr.rpeKrop Ha EAEX ulrvt
o[paBoMorqeHo oT Hero Jrrrrle B cpoK AO 210 IHU oT noAaBaHe Ha BaraaHo
3aJIBJIeHlIe, 863 oCHOBa Ha CTaHoBIiIUIeTo Ha CboTBeTHaTa KOMltcus nO w. 282,
aur. 7, fi31aBa pa3peuenr{e 3a rtproBr.rc c BJIII r.rJru c Morr{Br{pana 3anoBea
oTKa3Ba r.r3AaBaHeTO My.

(2) Lbn'srwurerur.r.flr .{npexrop na EABX r.JrH orrpaBoMorqeuo or
Hero Jrnrle orKa3Ba r.r3AaBanero Ha pa3pe[eutre no an. I npa yc.nonurra,
nocorrerru s.{r. 37 or Perlauenr (EC)201916-

(3) PaspeueHr.rero 3a raproBn, c BIIII e B€rJrr.rArlo caMo Ha
Tepr.rroprirra na Peny6nnra Burraplrr.

(4) Orrastr no an. 1 ce cto6ulara n Moxe .qa ce o6xalna no pe.ua Ha
Agnaurcrpau.rBuorrporlecy€ururl, roAeKc. O6xansauero He cnupa
I,I3NbJIHEHUETO.

Y.n. 285. ( 1) ll:rr,.irHureruusr Anper(rop Ha EAEX htrrl
onpaBoMouleHo or Hero Jlr{qe' npl{ Harl,IqreTo Ha ycJloBI'If,Ta, nocor{eHl4 B tul.
23, naparpar[ I or Pernauerir (EC) 201916,, Moxe Aa r.r3.qa,qe pa3pernegue 3a
T:sproBll, c BJIII rre3aBr.rcr.rMo, r{e nurlero tro rrJr. 278 se [peAocraB,
r,r3qeprrareJrHr4 AanHr,r orHoclro 6egonacnocrra u e$r.rxacnocrra or flpuaoxenue
II na Peuavenr (EC) 201916.

(2) I4surnNurersnlrr Ar.rpeKrop xa EAIX r.rrrr{ orpaBoMorrleHo or
Hero n qe, n3[aBa pa3pertreHr.re 3a r6proBx, c BII[, B Koero e fiocoqeH
cboTBeTHHfl OrpaHriqeE [a3ap.

(3) Pa:peueraero rro aJr. 2 e aalrgro 3a cpoK or ner roAr.rur.r.
(4) Ipoqe,qypara ro rpepa3rnexAage Ha p€BperreHr.rero no aa. 3 ce

r43B6prrrBa ro pe1a *tawl24 o.r perlarraeH.r (EC) 2019/6.
9.n. 286. (1) l{gnbaHurerursr Ar.rpercop Ha EAEX trnt

olpaBoMoqeHo oT Hero Jruqe' Moxe pu HUrurBero Ha r.r3KJrrorII4TeJrHr4
o6ctorrencrsa, fiocoqeHri s ,qil. 25 or peuauesr (EC) 20lgl6..qa [r3AaAe
pa3peureHr.re 3a rEproBrry c BJIII, He3aBrircr.rMo, qe rurlero IIo qJr. 27g, no
o6errranuu u lroAilexarr(lr Ha npoBepKa npprqr4Hr{, Ee e npeAocraBxno
onpe.qeJreHr.r AaHHrr orrrocHo r(aqecrBoro, 6esouacHocrra H e(f uxacnocrra,
nocoqeHn n flpruoxenue II or pernarr.renr (EC) 201916.

(2) I4snuruzr enrqprrt-r Aupexrop ua EAEX unu olpaBoMotueHo or
HETO JII'qE, Id3,.AB'A PA3PEIIIEHI{ETO 3A T'bPrOBI,Iq C BIIfI NPH I{3I5JIIIEHI]E HA
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eAHO r{Jrr4 rroBer{e or ycroBr,rcTa, rrocoqeHu B.tt.26 or PerJlaMeHr (EC) 201916.
B rpa:rxara xapaKTepr.rcrl4r(a Ha rrpo,qyKTa ce nocorrBar rlrncBrrrErre ,uannr,r.

(3) Paapeuennero Iro aJr. I e san[.u[o 3a cpoK or eAHa roAuHa.
(4) B paurtre Ha cpoKa Ha Banr.rAxocr Ha pa3pe[]ennero no aa. 3,

EABX urnrprrrBa orIeHKa Ha r.r3rrurHeHxero Ha ycJroBurra, rrpn Kor.rro e
a3AaAeHO pa3pe[reHr.teTo.

(5) B cnyrarEre ro qr. 2T, taparpa$ 5 or Peraauenr (EC) 201916
cporGT Ha BzrJrr,tAuocr Ha pa3pemenr.rero 3a rbproBux c BJIfI ce yAtJrxaBa c
eAHa roAIlHa.

(6) Koraro rpr{rexarerur Ha pa3perrrerxe 3a rtprosuq c BJIII
flpeAocraBx Jrr.r[cBarrlr.rre AaHHlr or Aor(yMerTarlusra rro vn. 8, naparpa@ l,
6yxaa ,,6" or Perlauenr (EC) 201916, crreA oqeaKa Ha .qocnero,
u3nbJrrrrreJrnrr.rrr ,{ perffop ua EAEX EJIrlr orrpaBoMorrleHo or Hero JIHue,
Ii3.qaBa:

I . 6e:cpouro pa3perueHr.re 3a rbproBr.t, lrru
2. tanoneg 3a orKa3 3a r{3AaBaHe na 6eacpovro pa3pel[eHue 3a

TbproBr{r.
(7) 3anoneara no arr.

pa3perreHr,reTo 3a TbproBrr t
AgrrlNnucr:parrrBrronpo{ecyairrut

6, r.2 ce cro6qaaa Ha [pr.rrexareJrt
Moxe Aa ce o6xarsa
KoaeKc. O6xaraaHero

IIo
HC

HA

peAa Ha

cnupa
H3IIbJIHEHI,ICTO.

Y.1. 287. ( I ) Burapcxara areHrluc no 6etonacsocr Ha xpaHr{re
[oAAbpxa Ha EuTepr{er crpar rrlara cu ny6nu.ren perucrbp Ha r{3IaAeHr{Te
p€BperueHn, 3a rbproBlt.fl c BJIII.

(2) Perrcrrprr no iur. I clgtpxa:
I. unlfopnaaqnrra ro !ur. 55, naparpaQ 2 or Perlauenr (EC)201916;
2. nouep r{ Aara Ha H3AaBaHe Ha pa3pemeul,Iero 3a rBproBH, r4 cpoK

Ha Ba.,ILIAHOCT, KEAeTO e llpl.tJro)ruiMo;
3. xofl{qecrso BJIII B eAna o[aKoBKa;
4. uue/NauueHoBarrue, aApec/ce.uaJrr.rqe u a,qpec Ha y[paBJreHr{e Ha

npIIrexaTeJL Ha pa3peIIIeHIiIeTo 3a TbproBxx c BJIII;
5. netepuxapuoMeluqr{HcKu aHaroMo-TepaneBTrrr{eH KoA;
6. cpox Ha roAuocr aa BJIfI;
7. pexr.ru Ha orlycKarre na BJIII a unQopmauufl 1arru rpoAyKra

nonaAa B npEJroxHoro floJre sa 3aroxa 3a KoHTpOJT B6pXy HapKorr{qHHTe
BerrlecTBa r.r flpeK]?copnTe ;

8. xapenreu cpor;
9. rrgoae xr,rBorrrr{, 3a (or.rro e npeAaa3naqen rrpoAyKTa;
10. norraep , Eara Ha cra,oBrlqero Ha c'borBer,ara KoMHcrr, ,,o rur.

282, a*l 3a r.r3AaBarre Ha p[Bpeueur.re 3a rbproBru c BJIII;
Il. nouep Aara Ha r{3AaBaHe Ha 3a[oBeATa 3a npeKparrB aHe unr

orueMaHe Ha pa3perrreHuero 3a rbproBuq c BJIfl.
9.n.288. (1) tlpr rr3AaBaHero Ha pa3perrreHr.re 3a rbproBuq c BJII

I43TI5JIHI,ITEJIHI,I'T AAPCKTOP IIA SAEX EJII,I OIIPABOMOIUEHO OT HErO J,II'IqE,
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rrpr.mara KBM pa3perueHr{eTo 3a TbproBr.l, oAo6penaTa KpaTKa xapaKTepr{cTnKa
Ha BJIII, Jrr,rcroBKara (rora:ro e [pr{JroxuMo) n eurera Ha [poAy(Ta.

(2) Crel LI3.qaBaHe Ha pa3perrreHue 3a rrproBrr EAEX 3rorBtr
ny6luuer AoKJraA 3a orIeHKa Ha rocflero 868 Bpb3Ka c pe3yJrrarr.rre or
PrS trrB,aP-ttfl fa 3a KaqecrBo, 6eronacnocr u eouxacnocr Ha rrpoAyKTa, cburacHo
llparoxenae II or Pernanaent (EC) 2019/6.

(3) ,(ornagrr no an. 2, 6es crgrpxrrrlara ce B Hero noBepr.rreJrxa
unQoprraarrua, ce ny6nr.rryra fla rrurepHer crpaHuuara na EAEX.

(4) E:nnrapcxara arerrlru no 6esonacHocr Ha xpaHr.rre npeAocraB,
AaHHure no un. 55, naparparf 2 o:r Peuauenr (EC) 201916 s 6a3ara AaHHu Ha
Enponeficxue cbro3 3a BJIfI, crs.qaAeua c raparparf 1 Na cbulrt, qjreH or
Peruauenr {EC)201916.

tl.n. 289. ( l) flpzrexarerrr{re Ha pa3peuerrr{, 3a rtproBlrs c BJIII
rr3rrlJrHf,Bar 3a"qbJrxeH rra, [ocoqeHr.r s qr. 58 or Perlaueur (EC) 201916.

(2) I4snurxarerHriqr AnpeKrop xa EA.EX r{nx onpaBoMorqeno or
Hero Jrlrqe, Moxe Aa }r3rrcKa or rl{rlara no al. I Aa rrpeAocraBrr Aarrurre t-r

uu$oprraaquxra ro r{rr. 58, naparpa$u 7 ra 8 o.r peruraueur (EC) 2019/6.
Ytr. 290. ( I ) 3a E3AaBaHe Ha ceprr{$nrar 3a perncrp ar\r4u a

xoMeorarr.rrrHn Berepr.rHapur,r rreKapcrBeHr,r trpoAyxr:u (XBJIII), Kouro
orroBapsr Ha r,r3}rcKBaH,trra, fiocoseErr s qr. 86, uaparpa$ I or peuauesr
(EC) 201916, rrr.rrlero no qil.278 noAaBa Ao r{3r6rru[renHr.r, Ar,rpeKrop ua EAEX
3rurBJrerrrie no o6parer1.

(2) Kru 3urrBJreHr,rero no al. I ce flpr.rJrarar aoKyMeHTr.rre, fiocoqext,r
s .rr. 87, naparpa$ I or Per:rarueur (EC) 2019/6, x AoKyr!{errr 3a rrrareHa raKca
B pa3Mep, onpeAeJreH n rapu$ara no qa. 14, aa. 2, roraro rrJraluaHero He e
H3BbprneHo no eIeKTpoHeH rIbT.

(3) B BAEX ce r{3rorBr excrreprHa orleH(a Ha Aocr.rero Ha rpo.uyr(ra
no an. I.

(4) llpu ,3rorBrHe Ha ouexxara no a:r. 1 EA6X:
i . nponepeaa c'orBercrBllero Ha AoKyMeHTarIlIf,Ta c I,I3rrc*Ba,r4_sra,

rocoqeHrr n.r.,'r. 87, narpaQu I u2 or per.nauenr (EC)201916;
2. Moxe Aa Lt3ncxa or 3aflBltreJr{ Aon6JIH}ITe.,,IHa nLIcMeHa

uu$opuaqur, Koraro ycraHoBLI Heroquocr, ttlnru He*nuo* B Aocl{ero.
(5) B cnyvarere no ur. 4, r. 2 EAEX yBeAoMrBa rucMeHo 3asB[rerr.

Cpox'r uo.ur. 87, naparpar[ 4 or: per,rauenr (EC) 201916 cnupa Aa reqe or
laTaTa Ha,EeAOMneHLreTO.

(6) Koraro 3€urB,Telurr He [peAcraBr.r ,rcKa,ara un<poprraaqur B cpoK
.qo 60 EHfi or Aarara Ha [oJrf{aBaHe Ha flr{cMeHoro yBeAoMJreEne,
I]3IbJIHI{TEJIHI,ICT AI-IPEIOOP UA 6AEX HN OIPABOMOIqEEO OT HErO JI}IqE, CbC
3arroBeA npeKparrBa nporleAypara rro E3AaBirHe ua ceprr.rszxar 3a perrrcrpaqx,
sa XB,rIl[ ll [ncMeHo yBeAoM.,rBa 3arrBureJrr.

(7) 3anooe.qra no aa. 6 ce cso6rqaaa Ha rrrrrlero no .rr. 27g r.r Moxe Aa
ce ooxarBa rro peAa Ha A.qMr.rsncrparr{BHoflpoqec y ,u.*Us. KOA.KC. o6*arBa,ero
He cnl,lpa u3rrEJrHeHr.teTo.
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(8) Konrzcurra no qJr. 282, a:t. 1, r. 1 a3rorB, crarroBr{r[e rro
[peAcTaBeHaTa AoKyMeHTarIm no zuI. 2 u to eKcrlepTrraTa orIeHKa [o an. 3,
Koero npeAcraB, Ha fi3[6JrHt4"te Hvs AupeKTop sa EAEX.

(9) B cpor .(o 90 ann or rroAaBarre Ea Burrrr4.(Ho 3arBJreHr.re
E3[bJrHHTenHr.rrr .qnpeKTop ua BAEX r.rJrr4 orrpaBoMorrleHo or Hero nuqe, Bb3
ocHoBa Ha craHoBr.tuleTo IIo ar. 8, u3AaBa cepru$zxar 3a perncTparlfl, Ha
XBJIII HJrrr c Morr.rBlrpaHa 3anoBeA orKa3Ba n3AaBauero My.

(10) 3anoaegra tro .rJr. 9 ce clo6qasa Ha 3arBurer.s r4 Moxe ra ce
o6xanBa no peAa Ha A,qMuHrrcrparr.rBrro[poqecy a;r*us. (o.qeKc. O6xarsaHero
He cn[pa H3nbJrHeHrreTo.

( I I ) PerucrprpaHxre XBJIII ce Bnr.rcBar a rry6rurren HarII-roH.rneH
perucrbp Ha r{Hrepuer crparruuara sa EAIX, rofiro cr4tpxa:

1. nutfoprr,raqnrra ro qrr. 55, naparpar[ 2,6yxsa,,6', o:r pernauenr
(EC) 2019t6:

2. Holrep u Aara Ha u3AaBaHe na ceprv$urara 3a perucrpauur.
(12) 3a XBJII, pa3mrqHr or nocoqe]rr{re B qrr. 86, naparpaQ I or

Perraueu, (EC) 201916 ce r.r3AaBa pa3peruexne 3a rbproBr,rs ro peAa Ha qn.
279.

tl.l. 291. flpa.rexarenxr ua ceprusuKar 3a perncrpa\Lr, Ha XBJIII
r3n:trn{Ba 3aAlJrxeu}rrra rro rrJr. 58 or pernalrenr (EC) 201916, B
cborBercrBr.re c sa. 2, naparpa(l 5 or Pemauenr (EC) 20 19i6.

Yl. 292. (l ) flpurexareJrflr Ha pzBpemeEr,rero 3a rrproBr.r{ c B,rIfI,
r{3AaAeHo [o peAa Ha.{r. 281 - 284, nolaE,a Ao rr3[bJrHr.rreJrHtu A peKrop Ha
EAEX aassaerr4e no o6pa:er1 3a r{3BT,pmBarre Ha npoMeHr.r B r.r3.qaAe,oro
pa3perxeHue.

(2) Kru 3aflBJreH ero no a.u. I ce flpfinarar AoKy!{eHTr.rre no .{r. 62,
naparpaS 2 or Per:rauesr (EC) 2019/6, KaKTo r.r AoK)ianeHr 3a firrareHa raKca B
pa3Mep, onpeAeneH c rapzoara no .{r. 14, a,r. 2, roraro nJrarrlaHero He e
u3BBprxeHo IIo eneKTpoHeH n6T.

(3) 3amaeuuero no aJr. I ce no4ara JrEqHo, rrpe3 [brHoMoruHHK, rro
eneK, poHeH rllr rrpr4 ycnoBlrrra x IIo pe.qa Ha !rn. 5 u 22 0t 3arona ra
eJreKrpoHHoTo ynpaBJreHrle nnfl qpe3 J'rr.rueH3r{paH no[IeHcKr{ onepaTop.

(4) B SAEX ce lr3B6prxBa orIeHKa Ha AoKyMeHTr.rre rro at. 2 u ce
u3rorB, craHoBriue Ao r,t3nbrruTeJrHx, Ar.IpeKTop na EAEX.

(5) Koraro ce ycra,oBcr Heroqrrocrr.l sluw Eenr,JrHorr,r B
IOKyMeHTaurirqTa no wr. 2, usnurHr{TeJrHnrT ArrrpeKrop xa EAEX a,ru
onpaBoMolrleHo or Hero JIlIue, nllcMeHo I{3}IcKBa or 3iuIBr,rreJUI Aa flpe.qcraB[
.qo[lJrHr,rreJrHa III4cMeHa aHQopuarlr.ra B cpoK ao 30 Aru.r or .roryva"uue ,a
,rcKaHero. B rorn ctrytafi cporcbr no an.7 cfiEpa Aa reqe Ao flpeAcraBrue ua
an$oprr.rarusra.

(6) Koraro B cpo*a no an. 5 3arrBr.rre,trrr He rrpeAcraBr.r a3r,rc*aHara
ranooprr,raqnx, 3rrrBJre,fiero ce ocraB, 6er parrnex4a,e H flpoqeAypara ce
npeKparrBa cbc 3a[oBeA Ea r{3rrbJr,r.rreJr'r,r, Arrpe*Top Ea EA6X aar,r sa
onpaBoMOrIIeHO OT Hero Jrlrue.
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(7) Brr ocaoBa Ha craroBr{r{ero or r{3BbptrreHara orIeHKa no al.4
I'3NbJIHITEJiHXAT .(}TPCKTOP UA EABX I,IJIH OTIP€IBOMOIqEEO OT HErO NI{UE, B CPOK

ao 60 anlr vI 4 ro 90 Anu or [oAaBar{e Ha BirJrr.rAto 3rurB.rregr.re cbrJracgo ,$1.66,
naparpa$ 3 ot Per,rauenr (EC) 201916, o4o6paaa rpoMrHara tu c.bc 3aroBeA
MorriBr.rp€lH o orKa3Ba o4o6pxeanero fi.

(8) Orxarrr no a.r. 7 ce clo6ulaaa r{ Moxe Aa ce o6xarsa ro peAa Ha
A,qlrr.rnucrparr.rBHorrpoqecyanHrrr KoAeKc. O6xalaauero He cnlrpa
lt3NI,JIHCIII,lETO.

(9) Korar:o ogo6pennre rrpoMeHrl HaJrarar H3MeHeHrre B
CbITPXAIII,IETO HA PA3PCIIICEIiETO 34 T6PIOBI,I' C BJITI, I.I3IIbJIHI{TEJIHI,IAT

.qHpeKTop ua BAEX r{Jrr.r onpaBoMorrleHo or rrero Jrr.rqe, H3AaBa AorrBJrHeHr.re
KbM u3AageHoro pa3pemerrr4e r B[r,tcBa rrpoMeHr{Te B per}rcrbpa no .{r. 297.
Ilpouenr.r, e B pailpe[eul,Iero 3a r6proBr.r, ce orpa3.,rBar B KparKara
xapaKTepr.rcTr.rKa, eTr.rKeTa r.r Jlr.IcToBKaTa Ha [poAyKTa, KoraTo ToBa e
neo6xoAr.ruo.

( 10) Koraro ogo6penrare npoMeHr.r Ee HarJrarar r,r3MeHerrr{e B
c'r,ArpxaHr.rero Ha pa3perxeEr.rero 3a r6proBE, c BJIII, r,r3[bJrHr.rreJrHrirrr
Ar,rpeKTop sa EAEX Hllrl o[paBoMorrleHo or Hero Jr]rue, flucMeHo ]tse,qoMrBa
gaflBlzrelta :a o4o6paranero rrM Ir npfinara AoKyMeHTr,rre, cBbp3aur,r c
npoMrHara B Aocr.rero sa Bllil.

(11) Cpoxrr 3a [pr.rJiaraue Ha rrpoMeHr.rre no a,r. 9 r.r l0 ce o[peAeJu
OT I]3I6JIHHTCNHH' .qUPCKTOP NA BAEX I{JIX ONPABOMOUIEHO OT HErO JIIiIE,
xofiro yaegourBa 3a roBa rrpurexareJu Ha pa3perrregr{ero 3a rtproBr,rl c B-IllI.

rl.n, 293. ( l) flpurexarerrrr Ha pa3pemeHae 3a raproBr.{, c BJIII
Moxe Aa flpexBtpnr{ npaBara cr4 Bbpxy pa3perfieEr,rero Ha .{pyro raqe,
ycTaHoBeHo Ha Tepr.rTopr{rTa Ha .{bpxaBa qreH(a.

(2) B oryvaure no ,u. I ;ruqero, Koero xerrae ,qa npn4o6ue rpaBara
IIo pa3perxeHueTo 3a TbproBr.r_fi, [oAaBa Ao r{3nbjurrrTenHr.r, AxpeKTop ua EAEX
3arrBnenr.re no o6pa:eq.

(3) 3aqsaeHr.re:ro ce noAaBa Jrr{quo, qpe3 nranoMoxlHnK, tlo
eneKTpoHeH IIbr npH ycnoBr{rra n no peAa sa qa. 5 u 22 or 3aroHa sa
eJreKTpoHHOrO ynpaBneHr{e uJrr{ qpe3 Jrr.rr(eH3[paH IIOrUeHCKr,r oflepaTop.

(4) Kru 3ilrBJrear,rero no ast. Z ce npfijrarar:
1 . r<onre or [r{cMeHo cnopa3yMeH[re, cKJuoqeHo MexAy npr{Texarefl,

Ha pa3perrreHHeTo r4 JTTIIIeTO, Ha KOeTO Ce npexBbpn T IIpaBaTa;
2. ralr.l,j,u ra rna,ru$rqapaHoro rrrrle no sn. 77,, naparpa$ g or

Perralrexr (EC) 201916 - r.rMe, aApec a npoSecnonama ruarr,bl,tnarlur;-
3. lpy., AoKyMeHTu, cBbp3aHr4 c [poMrruara, aKo xMa raKr{Ba;
4. Aoryrraenr 3a [JrareHa raKca B pa3Mep, o[peAeneH n rapr$ara no.ur. 14, ar. 2, xoraro rrJrarqaHero He e u3BbprrleHo no eJrex.rpolreH rrbr.
(5) IIpu ycraHoBrBaHe Ha He[.r,JrHortr B AoKyMeHTau usra no an. 4

IN3IIbJIHIIITCTHI-i'T AI{PCKTOP NA EATX }tsETOMCBA III4CMEHO 3A'IBI{TEJI' B CPOK AO30 AHir or [oAaBaHe Ea 3aJrBrreHr.{ero Aa rrpeAcraBr.r ueo6xoAr.luara
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AO[r,nHr.rTeJrHa fiEoopMauur. cpoKbT o aL 7 cr.yrpa Ea Teqe oT l{raTa Ha
yBe.{oMJreHHeTO AO [peAOCTaBrHe Ha HCKaHaTa r.rHoopMaqEr.

(6) Koraro B cpoKa rro aJr. 5 :ass[rensr He rrpeAcraBr.r
uurlopruaqaara, flpouelypara rro trpexBbpnf,He Ha npaBara Bbpxy
pa3pemexr.rero 3a rtproBaq c BJlf[ ce flpeKparrBa cbc 3anoBeA Ha
r,r3rrr,JlHr{TelrErm Ar.rpeKTop sa BAEX r4[tt4 Ha onpaBoMorrleHo or Hero 41\e, 3a
KOeTO Ce yBeAOMrBa 3arrBr,rTejrrT.

(7) B cpox Ao 30 AHr.r or Aarara Ha rroAaBaue Ha 3arrBrear.rero to at.2
lr3rrGJrHITeJrHHrr Ar.rpeKTop sa EAEX r{Jr}r onpaBoMouleHo or Hero Jrl{ue,
fi3rar,a aa upuo6perarerur pa3perrreHr,re 3a rbproB vtr u BtrvcBa. [poMrHara B
perr4crbpa ro ql. 287 r4Jrr.r MorHBr,rpaHo orKa3Ba r.r3AaBaHero uy. paapemeur.rero

e BaJrr.rAHo .qo rr3Tr.rqaHeTo Ha
flpeiqr.rrnHH, npnTexaTeJr.

cpoKa Ha pa3perxeHl.reTo, r.l3AaAeHo Ha

(8) Orra:tr no al.7 ce c6o6rrlaBa r,r Moxe 4a ce o6xalra rro pe.qa Ha
Agrrauuractpa:naBHonpoqecyarHr.rq KoAeKc. O6xa.nsaHero He crrr,rpa
I,I3IIIJIHEHI,IETO.

(9) Horraxr [pnrexareJr na pa3perxenr.rero 3a rtproBr.r.fl noeMa r{3rl{Jro
[paBaTa rr 3aAbJrxeHr.I_r{Ta Ha flpeA]ruHl,r, [pr.rTexaTeJl Ha pa3peureHraeTo.

l{n. 294. (l ) Koraro fipr.rrexarerurr Ha pai]perueHr.rero 3a rbproB]t, c
B.,rlll ycranoau prcK 3a 3,qpaBero Ha xopara lt:l[ xr.rBorH]rre rrpfi ynorpe6ara
ua BJIII, rofi npegnpr.reMa crerugr,r
rHcMeHo yBeAoMlrBa EAEX.

orpaHnlrureJrHr.r MepKr.r u nega6asuo

(2) Earrrapcxara areHrlm no 6egona*rocr Ha xpilHrrre ce flporir3uac,
no Mepxr,rre B cpoK eAriH pa6orex AeH or yBeAoMrreHr.rero.

(3) Koraro BAEX xe ce flpor.r3uece B cpoxa no at.2, ce [preMa, qe
Mepxrrre ca ogo6penu.

9"ry. 295. B c,ryraure no qn. 294, He rro-Ktcao or 15 gxr.r or.(arara rra
[peAnpr{eMaHe Ha MepKuTe, npr{rexaTeJrrT Ha pa3peueHrreTo 3a TbproBr,r, c
BJIfI noAasa Ao rr3rmJr,r.rrerrHu, Ar,rpe(rop na EAEX 3urBrreHr,re 3a r,p;Mrua Eo
peAa Ha \1.292.

Yl. 296. (i ) Koraro EAIX yc'raroBr{, qe uMa pHcK 3a 3ApaBero Ha
XOPATA I,IJII,I XI{BOTHI,ITE OT YNOIPC6ATA UA BJIII, rArrO I,I 3A OKOJIHATA CPEAA,
I,I3IIBJIHI.ITEJIHI4'T AI'PEKTOP XA EASX XJII{ OIPABOMOIIICHO OT HErO JII{qE C6C
3a[oBea Moxe.qa EaJroxrr eAHa or MepKr{Te, flocoqeHr,t s qr. 129, uaparpaQ 1

or Peraauenr (EC) 201916.
(2) Uznrtuurerr,r.rrr Ar,rperoop na EAIX ,rrrr.r oflpaBoMorrleHo or

Hero Jllrqe, eAHoBpeMeHHO C HaflarafleTo Ha orpaHLIqeHLIeTO nO an. i, Moltte Aa
npelrpneMe Aeficrra_s no .rr. 82, naparpao 1 or pemarr.reur (EC) 201916 n
npr.rrraraue Ha npo{eAypara ro qJr. 83 or peraauenr (EC) ?01916.

{.ll. 297. (l) I4gnrlurre.nnrxr AxpeKrop Ha EAEX Htnl
onpaBoMouleHo or rrero nrqe, cbruraoro qr. 130, naparpaou 1,2,3 u 5 or
Peuaues.r (EC) 201916, clc 3anoBeA cnnpa 4eftcrarero, orMeH, r{nu flpoMeurr
ycnoBr,!rTa Ha pa3pelreHnqTa 3a T,bproBlrr.
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(2) I4rnrnuureJrHlrrr AupeKTop na EABX r{rrr orpaBoMorqeHo or
Hero Jrr,tqe, orHeMa c6c 3aloBeA pa3perllexlrero 3a nproBr{, c BIIfI r.r

pa3nopexAa Ha fipr.rrexareJls nay ga 6;rorr.rpa I{ rr3TerJrr{ BJIII or ra3apa, Koraro
ce ycTaHoBr,l, qe:

l. oqeara::a Ha cborxorrreauero nolra.ipucr( nplr pa3perxeHr.rre 3a
rbproBu, BJIfI e ue6:rarorptrrrHa;

2. Berepr.ruaprr.rrr neKapcrBeH fipoAyrc'r HrMa repa[eBTrlqHa
eQuxacuocr Bbpxy Bi.rAoBere xr.rBornr.r, 3a Kor.rro e [peAHa3HaqeE;

3. Berepr.rnapunrr JrexapcrBen rrpoAyKT rre orroBap, Ha
AeKJrapupaEuf, B AoclleTo (aqecTBeH r,r KolI[qecTBeH cscTaB;

4. nocoqenr.rxr B pa3peruefifiero KapeHreH cpoK e HenoAxoArtu;
5. r.rntf oprraaqr.rxra, rrpeAcraBeua B perurcrpaur{oHrara .qoKyMenrarlxr,

e HeBrpHa;
6. ue ca crra3eurr orroBopHocrr.tre Ha flpr.rrexareJu Ea pa3perrreHxero

3a r:sproBlu no qr. 58 or Pernauerr (EC) 201916;
7. ne ca crr&teHu ycroBuqra, nocoqeur.r B pa3perleElrero 3a rbproBlrr;
8. se ca cla3euu r,I3lrcKBaHr,rrra no .{a. 280, ar. 4.
(3) llanurnr.rreJrHr4rr Ar.rpeKrop na EAIX r{Jrx ofipurBoMorrleHo or

Hero Jrnue, flpeKpar{Ba c6c 3arroBel pa3perueH]rero 3a rtproBr{f, c BJIII:
I . no nucueno r{cKarre Ha rrpr{Texarem My;
2. xoraro e HaJroxeua salpaHa sa ynorpe6a na BJIfI c;reI r43.4aBaHe

Ha pa3perrreHr.reTo;

3. xoraro aKr[BHo BeuecrBo na BJIfl, [pe4na3raireH caMo 3a
npoAyrorrBHr.r xr4BorHr{, ce r{3rur}oqu or Ta6luqa 1 ,,pa-:peureuz aerqecrna., or
npn.J'roxeHriero sa Per,rauenr (EC) Ng 3712010 na Kon[cusra or 22 Aer(eMBpa
2009 r. orHocHo Qapuaxoloruullo aKrr.rBHr,rre cy6ctan[au r,r rrxuara
xracuQuxaqu, no orHorrreEr.re Ha MaKCHMaJTHO AOrryCTr.rMr{Te crofinocrn na
ocrarbr{Hl4Te KoJlaqecrBa B xpaHl.rre or xrrtBor}rHcKH [pori3xoA (OB, L l5ll or
20 xuyapu 2010 r.), Haprrqax rro-Harars( ,,perlatrenr (EC) Jlll 3712010.:

4. roraro aKTriBHo BerrrecrBo na BJIII ce BKrroqu t Ta6tuga 2

',3a6paueHu aerqecrra" or rrpr{rroxeH,ero sa peraauenr (EC) lr{! 3712010;
5. xora:ro e flpeKpareua geiaoctra Ha rbproBeqa.
(4) 3anonerure no aJr. 1 u 2 uorar 4a ce o6xa;rBa rro peAa

Ha Aguunucrparr.rBHofipoq ecyut:rt tA Ko.qeKc. O6xaraaaero Ee 
"nrpuI,I3IIb.,'IHEHI4ETO.

(5) 3anoregure ro arr. r u 2 ce ny6auxynar ,ra r4rrrep,er crpaHr.rrlara
sa EAEX.

II.n. 298. (l) H:nrnrrr4rerHr.flr AapeKrop Ha EAEX rlru
onpaBoMorreHo or Hero Jrr{ue c5c 3arroBeA MOXe Aa cnpe BpeMeHHO 4efic.rnueroHa pa3perrreHlrero 3a r6proBr.r, c BJIII Ao ),TorrH.sBaEe Ha HrKoId or
o6crorrencrnara ro qJr. 297 , wr. 2, r. 2-4, 7 w g.

(2) 3anoseara uo aa. 1 ce cro6ulana r,r Moxe 4a ce o6xalra ,,o peAaHa Aaunnucr:par,Brroflpouecy,urHr.rr KoAeKC. o6xarsa,ero He anrpu
H3II6JIEEHUCTO.
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(3) Koraro ce ycrarroBa, qe He ca Hanr.rue o6croxre,rcrsara uo al. 1

r.rJ1[ fiprrrexareJrrr Ha pa3perrreHxero 3a rrproBr.r, e npeAnpHel geftc:raua ra
orcrpaHrBaHe Ha HapyureHr{f,Ta, I,r3n6JrH}trerHrrsr AHpeKTop ua EAIX u,rr.r
onpaBoMoqexo or Hero Jrr{rle orMex, 3a[oBeATa 3a cuupaHe Aeficrauero Ha
pa3perxeHr.rero 3a r6proBr{ c BJIfI r.r yBeAoMrBa [pr{TexareJu My.tl.ir. 299. (l) Zgurauurelnuxr Ar.rpeKrop sa EAEX unvt
onpaBoMorrleHo or Hero r[ue cBc 3anoBeA ra6panraa ynorpe6ara rr rBproBr.rrra
c rraprr.rAa I taprugu or BJIfI, 6e: 4a orueua pa3peruexnero H pa3rropexAa Ha
flp[rexareJu Ha pa3pertreHrrero 3a rBproBr,r, c BJIft r.r3Terur.f,Hero fiiuu or
na3apa, KoraTo:

l. e sanuqe eAHo or ocuoBaHr.r{Ta ilo sx.297, wr.2,-r. l-4 a 6-g;
2. nerepznapuurr irexapcrBeH [po.(yrr e npor.r3BeAex r,rJrr,r BHecerr B

HaplrreHl,re Ha r43acKBaur.rrra Ha rrJr. 313 ulutu 325.
(2) 3anonelra no al. 1 ce cro6rqaua lr Moxe ga ce o6xalra rro pe.(a

Ha Agrrluuucrparr.rBHonpoqecyirJrHa, KoAeKc. O6xaaaaHero He cnflpa
LI3IIbJIHeHI{eTO.

{.n. 300. (l) llpr.rrexarerrrr Ha pa3perrreHr,re 3a rbproBr,r, c BJIII
pa:pa6orna x noA,urpxa cr{creMa sa 6loxnpare r{ H3Te rrHe or fla3apa Ha
BJIfI, roaro He orroBaprr Ha r.r3racKBaH[{ra 3a KaqecrBo.

(2) flpNrexarerrrr Ha pa3perreHr.re 3a rbproBr{, c BJIfI paapa6orra N
rrpairara nJraH 3a 4eficreue flpu cneurHr,r cryqa[ 3a n3Teflrrne Ha [poAyKTa or
n,r:apa tro pa3nopexAaHe Ha H3[b;rHr_rreJrur{, IHpeKTop sa BAEX finu Ha
o[paBoMoxleHo oT Hero Jrr,rue H flpx cBBMecTHO n3TeaJUrHe Ha npoA],r(Ta c
[pl{TexareJl Ha pajpeueH}Ie 3a npol'I3Bo.qcrBo IIJII] Ha pa3pellreHl{e 3a rbproBl,L
Ha eApo c BJllI.

(3) llprrexareJr.,rr rra pa3peureHne 3a rtproBlu na BJITI e AJrbxeH Aa
6norrpa ll ]r3TerJrr.r BJIII or Berepr,rgapHoMe.(fiqr,rHcK]rre aflrerr{, KJTT.THHKH r,r

arrr6yraropr.rr.r B cryr{aure no \x.296,,ut. 297, u.2 u 3, ql. 29g u ,1x.299.
{.n. 301. (1) Co6cmen}rKbr Ha BJIfI u"rru yrrsrrHoMoqeHo or Hero

Jrlrrle fo 6paryaa u ro npeAaBa 3a yHr{qoxaB€rHe no peAa Ha 3aroHa sa
yrrpaBneur.re Ha orrraAbrlr.rre, xoraro BJIII:

. e sa6panen 3a rbproBr{, rro peAa :r,la.rLir.299, an. l, r. l;
e c ri3TercbJr cpoK Ha roAHocT;
I{Ma OTKJIOHeHI.Ie B Kar{ecTBeHItTe IIOKa3aTeJIU B pe3yJITaT Ha

He[paBr{nHo cbxpaHeHlIe [nI{ TpaHc[opTtrpaEe;
4. e npourre.4eH or irr,Iue, Koero HrMa pa:tperrreHae 3a [porr3BoAcrBo

na BJIII;
5. ce rspryaa [n]r cbxpaHrBa or Jrrrue, Koero ErMa pa3pemeur{e 3a

rsproBr{, c BJIII;
6. ne e pa:pemeu 3a rbproBr.rr;
7. e sHeceH or JrI{IIe, Koero HrMa pa3peuerrlre, a3raAeuo tro peAa Ha

utr.326;
8. e Qamur.rQuqrpau.

I
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(2) Jlaqero no aa. I cbcraB, rrporoKon sa 6paxyaaHe na B,IIfI, xo ro
cbAbpxa Br{Aa, KorfiqecrBoro, rraprl.rAHr{, HoMep ,n flp,qr,rHure :a 6paxyaaaero
My.

(3) flpororonrr rro aJr. 2 zae*so c [poTo*oJrbr 3a yHrrr]roxaBaHe Ha
BJIfI ce flpeAcraBrr Ha KonTponHr.rre opraHr.r rrptl noEcKBaHe.

(4) Pasxorure 3a yHr,ruoxzrBaHe Ha 6paxyaanute BJIfI ca 3a cMer*a
Ha co6c, seruxa NNr.

{.n. 302. (l) Zlurlsnreluuqr .qtrpeKrop Ha EAEX nrwr
oEpaBoMoIrIeHo or Hero JIUIe MOXe CCC 3aloBeA Aa sa6para npoH3BO.4CTBoro,
TbproBritfTa, Blrac.flHeTo, rrpr{TexaBaHe:ro, npoAax6aTa, AOCTaB' gero ulyvnt
ynorpe6a:ra Ha uMyHoJrorH.rra BJIII Ha rlrJrara rep,Topr.r, Ha crpaHara ,rrfi Haqacr or Her, aKo 6rgar ycraroBeHu ycnoBr.rrra rro q,,r. 110, naparpaS 1 or
Pernauesr (EC) 201916.

(2) Hsnrnutrerrrrrrr Ar.rper(rop ua EABX nesa6aaHo *rsopurapa
Enponeficra, a KoMr.rc[, ,,pH H€rJroxe,a :a6paua uo al. 1 , arorr"rarrr" a ,r.
I 10, uaparpa$ 4 or Per,'rauenr (EC) 201916.

(3) 3anoneara ro ,ur. I uoxe 4a ce o6xalBa no peAa Ha
Agrurxacr"parr.rBHonpouecyaJrrrri.E KoAeKc. O6xansaHero He''cnxpa
I,I3tIbJIHEH}IETO.

t{.n. 303. ( I ) Erirrapcxara arexrlr{, uo 6egonacnocr Ha xpaHr.rre
E3AaBa Ha npr.rrexarenff rra pa3peue,r{e 3a rbproB,r, ceprrsuxa.ru cb,rac,o
ceprnSurcaruara cxeMa Ha Cne.roeuara 3rpaBga opr aH 3ar\ul.

(2) 3a H3raBarre na cepru$uxa, no a,. I npu.rexareJ,rr Ha
pa3perueHlre 3a TtproBlt, rroAzrBa AO U 3nbJrH,TeJrHX' .(fipeKrop na EAEX
3arIBJreHEe no o6pa-req.

(3) Kru 3urBJre,lrero no a.,r. 2 ce np[nara AoK]ueHT 3a fiJrare'a
TaKca B pa3Mep, oflpe.qeJreH n rapr(lara no.{r. 14, a1.2, xoraro nJrarrlaHero He
e I{3BbpuIeHo no eJlerqpoHeH E6T.

(4) 3assaeHzero ce no.(aBa Jrriqgo, trpe3
eneltTpolreH II1T Ilpllr yCJIOBI{rrTa LI nO peAa Ua qn. 5
eJTeKTpOHHOTo ynpaBneHxe [rri .rpe3 JrrrrleH3r{paH notrIeHcKr.r oneparop.

(5) lhnr,lrurerglrrr Ar{peKrop na BAEX ,r, orpurorir"rro o,Hero Jr[ue u3,.aBa cepru$i.rxara B cpor( 4o 14 pa6or* a* o, rroAaBarre Ha
3arIBIeHI{eTo no wt, 2.

rI.il. 304. (1) 3a rsaaBaue Ha pa3peueaue 3a rbproBx, c BJIfI uo.{n.6, uaparpaS 1,6yroa,,6,,or peraarraesr (EC) 201916: rr4rlero no rn.-ZlSlogaBa 3€ulBJreur,re no o6paseq npfl ctrtuBare Ha ycJroBr.rrra, olpeAenerrrr B qJr.
49, naparpaQu 1 u 2 or peraaueur (EC) 201916.

(2) Koraro peny6rmxa Btlraprx e oflpe.qeneHa sa peQepearua
AbpxaBa, Jrr.rrlero no ql. 278 rroAaBa s BAEX KbM 3a{BJreHr.rero:

_ l. npunoxr{Mara 3a cborBerHnx BJIII AoxyMeHrarluq no q,r. g otPeuarr.reur (EC) 20 1 9 I 6 ;

2. Ioxyueur 3a irJrareta raKca B pa3Mep, olpeAeneH n .rapu$ara uow. 14, wt.2, Koraro [JIaIIIaHero rle e rr3Bbprrreno no eJIeKTpo]reH nbr.

IIIJIHOMOIqIITIK:, TIO

u 22 or 3axona :a
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(3) Eurapcxara areHuufl no 6egonacsocr Ha xpaHr.rre H3rorB, B
cpoKa rro ,ur. 49, naparpa0 4 or Peuauenr (EC) 201916 lowtat 3a ouenra 11

npeAflpr{eMa ,qeficraurra, olpeAeJreHx a sn. 49, naparpatfr.r 4 u 5 or peuauenr
(EC) 2019t6.

(4) B cn,.raure no qrr. 49, naparpaQ 7 or peuauexr (EC) 2019/6
6AEX npurcnrcqBa flpoueA]?ara r.l yBeAoMrrBa 3EUrB]rre[, ]r KoMrlereHT,r.rre
oprarrr4 B 3acerHaTETe ABpXaBri qJreHKr,r.

(5) B cryvaure rro qrr. 49, naparpa$ 8 or pemauetln (EC) 201916
EAEX npuxaloirBa npoueAypara r.r yBeAoMrBa 3arBr.rreJu r.r KoMrrereHTHrrre
OPIAHI{ HA 3ACETHATI{TE A5P}I(ABE qJIEHKII 34 OTKA3A 3A II3TABAHETO HA
pa3perrreHlle 3a TcproBr{r.

(6) B cayvaure ro rrrr. 49, naparpa$ 9 or peuauerr (EC) 201916 ce
npnrrara npoqeAypara no .rr. 54 or Perralresr (EC) 201916.

(7) Koraro Peny6nura Erarapzx e o[peAeJreHa 3a 3aceruara
AlpxaBa, EAEX upe4npuerraa 4eficraatrra no qrr. 49, naparpa$t 5,6 unu9 or
Perrarltenr {EC) 20 1 9 I 6.

{.n. 305. (1) 3a urlasaHe Ha pa3pe111egge 3a fl}proBr.r, c BJI[I no'{r.
6, naparpaS l,6yxna,,e" or Perlaueur (EC) 201916, rrrlero ilo,$.27g
noraBa 3ajrBJreHr4e no o6paseu npr{ cna3B€ue Ha ycJloBrrrra, onpeAeJreHu B iur.
52, uaparpaQu l-3 or Perrauesr (EC)201916.

(2) Koraro Peny6mlxa Eulrapax e peQepeuraa 4tpxaea, EAIX
u3rorB, B cpoKa, nocoqeH u vn.52, naparpar[ 5 or per:rauear (EC) 2019/6
aKTyurJll{3npaH AoKJIaI 3a OrIeHKa }r npeAlp}reMa gefictnur::a, oflpeAefleHr,r B
vn.52, uaparpaSu 5 ra 6 or PernaueHr (EC) 2019/6

(3) B ctyvaure no r{rr. 52, naparpa$ g or pernauear (EC) 201916
EAEX uprxarcqBa flpoueAypara, Korro 3aB6plrrBa c lr3AaBaHe Ha pa3perxeHi.r,
3a T6proBr.r, B 3acenraTr{Te AGpxaB}r qlreHKrr.

(4) B cny.ranre ro qrr. 52, naparpaS 9 or pemauenr (EC) 201916 ce
rpllrlara flpoueAypara no .ur. 54 or Pemauesr (EC) 201916.

(5) Koraro Peny6auxa Brslrapua e orpeAeJrer{a 3a 3acerHara
AbpxaBa, EABX npeanprelra gefic.rnu tra no wr.52, naparpaSr 5., 6, 7, 9 usru
l0 or Pemamenr (EC) 201916.

Y.n. 306. (l) B crSaure no !ur. 304. at.2 uln no q,r. 305. a;1.2
npr.rrexareJurr Ha pa3perueHrrero 3a GproBr{, c BJIII [oAaBa ao EAEX
AoK),rweHraurirra rro ql. 53, naparpao I or pernaueur (EC) 201916, xe[.o
rrocoqBa AorIbJrHuTeJrHo 3acerHaTr,rTe AbpxaBr.r qJreHr(r{.

(2) Br,rrapcxara areHrlru no 6egonacnocr Ha xpanrrre flpeAnprreMa
Aeficrsrrra no un.53, naparpa<[ 2 o:r peuauent (EC\ 201916

(3) B cayraure no qrr. 53, naparpaQ 3 or perrauexr (EC) 201916
EABX nprExrroqBa nporleAypara, Korro 3.rB6prtrBa c r.r3AaBa,e Ha pa3perxe,r.re
3a rbproBr{, c BJIII, npr.{ApyxeHo c Kpar(ara xapaKrepr.rcrrlrKa Ha npoAyKra,
ETI4KETA I{ JIIICTOBKATA.

(4) B c.nyuaure ro qrr. 53, naparpaQ 4 or peuaueur (EC) 201916
EABX upeanpuerraa geftcraurra no qr. 53, uaparpaQa 5 n 6 or pernarr.reur (EC)
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201916 lr npu fiocrurgaro csrnacue [pr.rKrrorrBa nporleAypara c r.r3.(aBar]e Ha
pEBperleEr4e 3a rbproBr.r, c BJIfI, cbrJracHo qn. 53, naparpao 7 or per.narraexr
(Eq2Alerc.

(5) B cnyvaure no qr. 53, naparpa$ 8 or peraauenr (EC) 201916 ce
npl.Irlara rpoqe.q)?a-ra no .{r. 54 or Perlauenr (EC) 201916.

(6) Koraro Peny6lrara Eurapur e flocoqeHa Karo aorrbJrHr,rreJrHo
3acerHara .qbpxzrBa, BABX noayraaa AoKylleaTaurirra lro ql. 53, naparpa$ 2
ot Peuauenr (EC) 201916 n npeArplreMa Aeicrnasra uo v.n. 53, naparpa$r.r 3-
8 or Perlaueur (EC) 201916.

Y.u. 307. (l) Koraro Peny6nr.rxa Eurapur e orpeAerega or
Koop.quxarluoHHara lpyra sa pe<pepenr:ua gbpxaBa no ul. 65, naparpaS 3 or
Per.nauenr (EC) 201916, [pr.rrexaren,rr Ha pa3perxeHuero 3a rbproBr.rs c BJIrI
[oAaBa 3aJ{BJreHr{e 3a [poMrHa no o6pareq Ao l{3nbJrHr.rreJrrrra, ArrpeKTop Ha
BABX.

(2) 3aannexuero [o aa. l, cr4lpxa rzxrpopruaq]rrra rro ga. 62,
uaparpaQ 2 or Peuauenr (EC) 2019/6.

(3) Krr.a 3urBlrer {ero ce fpr{Jrara AoKyMeHT 3a nJrareEa rar(ca B
pa3Mep, onpeAeneH a :rapuQara uo.rn. 14, a:r. 2, xoraro nJrarqaHero He e
rr3BsprtreHo rro eJreKTpoHer{ 116T.

(4) B cpox .qo 60 ,quu Lutu ro 90 rurn, cbrrracHo .u.66, naparpaQ 3 or
Perraueur (EC) 201916, or Aarara Ha roAaBage Ha B€urr,rAuo eassreHre EA6X
r.r3roTB, AorOraA r4 cTaHoBIiIUe OTHOCTTO

r.r3npaua Ao KoM[eTeHTHr.rTe OpraHH Ha
[pr.rTexaTeJH Ha pa3perueHr{eTo 3a TSproBLifl .

(5) Koraro srxoft xonnereaTer{

rrpeAJloxeHaTa rrpoMrHa,
BCIiIIKI,I Albp)(aBX qJIeHKIrt

KOI,ITO

uHa

opfaH oT Ar,pxaBxre qreHKrl.
nocorreHn B 3arBJreHr.rero uo .rr. 62. naparpa$ 2,6yxaa,,4,, or peraar"renr (EC)
201916 He e cBrJraceH c oueHKara B AoKJraAa no an. 4, ce [prrJrara npor]eAypara
3a rpepa3rnexAaHe no vn. 54 or Perlauesr (EC) 201916.

(6) B 30-aueBeH cpoK or rrpr,rrJrroqBaHe Ha EporleA)?ara no an. 5,
AbpxaBr.rre rmeHKH no tn. 62, naparpa$ 2, 6yraa,,A,, or peraarraenr (EC)
201916 rpeArpueMar geficrnu-ara no qn.67, uaparpa0r.r 1, 3 v 4 or perrarraenr
(EC) 20i916.

{r. 308. (I) Ernrapcrara €rexrlr{, no 6egonacnocr Ha xpaHfire
[peAocraBr exeroAHo r,rno0puaqrxra IIo qJr. 70, naparpa$ 1 0r perlarraenr
(-EC) 201916 Ha KoopAlrHaq,oHHara rpyra ro ,ilt.r42'oi pemarueur (EC)
20t9t6.

(2) Koraro Peny6aaxa Ernrapu-r e onpe.{erreHa sa pe$epenrua
AbpxaBa' [3rrbrrHrBa 3aAbJrxeHr.rrra no.fi.70, naparpaifr.r 5 u 6 0r peuanesr
(EC)201et6.

(3) B cnyraN.re no v1.70, naparpa$ 7 or per.nauem (EC) 201916,
I43N5IHI{TEJIH}1'T AI,IPEIOOP HA EAEX HNIi ONPABOMOIIEHO OT HErO JIUIICJ'
NPEAOCTAB' HA TIPI,ITEXATEJI' HA PA3PEIIIEHIiETO 3A T6PTOBI,T.{ C BIII1
xapMoHlr3rrpaaara (parra xaparrepr,tcrr.rxa na BJIfl.
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(4) B cryrrafi, qe He ce nocrurHe cnopa3yMeHr.re Mex.(y
KoMrIereIrrI{rITe opraHl{ Ha Abpx€tBr.rre qJreHKu orHocHo xapMoHra3l,rpaHe Ha
xparKara xapaKTepncrr.rxa sa BJIrI, ce nplrJrara fipoueAypara no qn. g3 n g4 or
Per:ranaesr (EC)20I116.

{.r1. 309. ( l) Pexnarraara na BJIfI ce r.r3BbptrrBa B cborBercrBr.re c q,r.
I 19 u q.n. 120 or Pernarraenr (EC) 201916.

(2) JIuUe, Koero r.rcra Aa r.r3BtprrrBa peKnaMa sa BJIII, ro,qaBa Ao
E3rrbJrurreJrHr{, Ar{peroop sa EAEX 3ar{Breur.re no o6pa-rer1.

(3) 3axaaenzero no iIJr. 2 ce nogana Jlr{qfio, qpe3 nbJrHoMorrIHHK, rro
eJreKTpoHeH II5T rrpE

ycJroBr.trra ri no pe.ua sa ql. 5 u 22 or 3axona 3a eJrerfpoHHoro
)mpaBireEr.re r.IJIa qpe3 nrrlleH3npaH rlorueHcKfi oflepaTop.

(4) Kru 3irrBJreHr.rero no al. 2 ce [pr.rJrarar:
1 . npoerr Ha peKJraMara;
2. crrlacue Ha [pr4TexareJu na p€Bperuexuero 3a r6proBu, c BJIII,

KOraTo 3atBJIeELIeTO Ce EO.qaBa oT.qpyro nlrqe;
3. 4oryr,aeur 3a rrJrarexa raKca B pa3Mep, o[peAeJreH n rapuqpara

no vn. 14, al. 2, xora.ro rJra[tauero He e r43BbprrreHo rro eJreKTpoEeH nbr.
(5) B cnyvaure, Koraro peKnaMara e npe.qHa3xaqeHa 3a BerepxHaplru

neKapri 3airBr'rreJrrr upeAcraB, K6M .{OKyMeHTaur,rrra no ast. 4 u nHQopuaur.rx ra
JrlITepaTypEIrTe Iir3TOrIHr.rrIIit Ha r.r3noJr3BaHr.rTe rlr{TaTr.t, ra6lnqu u Apytlt
MaTepH€urlr.

(6) Koraro rpa npoBepKa Ha AoKyMeHrr.rre no aa.2,4 u 5 ce
YCTAHOBf,T HCTOqHOCTH U/UTTIT TTENTTIHOTH, H3I6JIHIITEJIHH,'IT AI,IPEKTOP HA
EAEX ulu onpaBoMouleHo or Hero Jrr.rue, [ucMeHo yBeAoMflBa 3arBI{TeJu na r}r
oTcTparlll.

(7) Cpoxur no arr. 8
IlerollHocruTe r,r/nnra uenrmrorure.

cflxpa Aa Teqe Ao oTcTpaHrBaHe Ha

(8) B cpor go 15 pa6orru, AHH or rrpeAcraBrHe Ha.qoK),MeHrare no
ut. 2, 4 r 5 uul.nuare,rHr.rrr Ar.rperoop ua EAEX uJru onpaBoMoureHo or Hero
JIIrqe, nrrcMeuo o406praa peKnaMara I{J'rr4 c Morr'rBl{paHa 3a[oBeA OTKa3Ba
oAo6prBaHero fi.

(9) 3anore4ra no a;r. 8 ce cro6rqana ta Moxe 4a ce o6xanaa no peAa
Ha Agru, uucrparnB,orrpouecyanHlfi KoAeKc. O6xa,rsa'ero He 

"nrnpuH3II6JIHEII}IETO.

{-r.310. (l) flpurexarerrrr Ha pa3perueHue 3a rbproBr.r, c BJIfI e
.qJrbxeH B cpoK Ao 15 auu c.ne.q cro6ulanaHe Ha perrJenlrero na Enponeficxam
KoMrrcr4, c arra rro qr. 84, naparparf 3 0r peuauenr (EC) 201916, Aa rroAaAe
3ajrBJrerr.re no o6pa3eu 3a r.r3BbpruBage Ha [poMrHara Ao I,f 3IrBJIHETeJIHH,
Ar{peKrop na BABX.

(2) K',rra 3.uBJreHlrero 
',o 

aJr. I ce npr.urarar .(oKyMeHTr4Te, cBbp3aHr.r c
[poMrHaTa, KaKro r.r AoKyMer{T 3a [JraTeHa Ta(ca B pa3Mep, olpeAeJreH c
rapulpara no qn. 14, aa.2, xoraro fiJlauraHero He e fl3BbprueHo no eneK.rpoHeH
II5T.
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(3) 3axrnenlrero tto iur. I ce uogaaa Jrnltuo, qpe3 nbJrHoMorurrriK, lro
eJreKTpoHeH nr,r npn ycJloBrrrra rr tro peAa na .ur. 5 u, 22 o.r 3axona Ea
ejreKTporrHoTo ynpaBJreHue }rJrr4 qpe3 rr{rleH3upaH norqeHcKr{ olepaTop.

(4) B EABX ce H3B6prrrBa ouenKa rra AoKyMeHTIlTe, npr{Jroxeuu KbM
3ittf,BJIeHI4eTO 3a npoMfiHa, ce I{3foTB' CTaHOBI.IUIe, KOeTO Ce [peACTaB' Ha
pr3[bJrHr.rreJrux, AnpeKTop sa EAEX Karo ce crra3Ba fipoueAypara,, MepKure 3a
npr.rKnrcqBaHe u flpr,rJlaraHe Ha npoMrlraTa.

(5) Br,r ocHoBa Ha crauoBrirqero or u3Bbprrrexara orIeHKa lo al.4
rr3nbJrrruTeJrur.rflT lr.rpeKTop xa EAEX r,uu olpaBoMorqeHo or Hero JrHrIe,
nr4cMeHo yBeaoMrBa 3arrBr.rrerf,, ve olo6pxna [poMr]rara Enu c.t c 3aloBeA
Morr{BripaHo orKzBBa o.qo6praaHe.ro fi a cpox ao 30 aru or cto6ulaaaue na
perrreHr.rero xa Erponeficxara KoMncfir, ocBeH aKo B pelreHaero na Kouucuffa
e orrpeAeJreH pa3nlrqeH cpoK.

(6) Orra:rr no aJr. I uoxe 4a ce o6xarsa tro peAa Ha
A4rr,ruxrcrparr{BHonpoqecyanHr.r, KoAeKc. O6xansaflero Ha cflfipa
I,I3II6.]lHCHNCTO.

Parae.n [II
(Dapnaxo;roruq Ha 6.(urerHocr

9.n. 311. (l) Brmapcxara arenqu, no 6esonacuocr Ha xpaHrrre
opraur.r3r.rpa H noA,qbpxa c[creMa :la $apuarororurHa 6gnrelnocr.

(2) flprrexareaure Ha pa3perrreHr.rero 3a rbproBr.r, c BJIfI,
perrrcrplrpaHltre Berepr.rHapHr4 neKapl4, co6ctnennqnre ua xr{BorHr{,
[por{3BoAr.rrerr.rre Ha BJIII, rrproa[ure Ha BJII, 4pyrure cnerllaanlrcrrr B
o6nacrra Ha 3ApaBeona3BaHe Ha xr{Borurrre, [peAocraBrr n BA6X
ru{opuaurrra ro qJ'r. 73, naparpaQ 2 or per,raruenr (EC) 2A196.

(3) Eurapcxara areHrla, no 6elonaurocr ira xpaurrre perflc,rplrpa B
cficreMara sa Qaprr,raxolorrvna 64nrelHocr, rlocrbrrl{lara ra$opuaq[c no iu.
2.

(4) Koraro cro6rqeuurra 3a rrpeAnonaraeMr4 ue6laronpurrHu
peaKrlr.rfi, cBbp3aHH c ynorpe6am Ha BJIII, Hacrbrrr.rnfi na repuropnrra Ha
Peny6nnxa Eurapur, ca [oAaAeHr{ or flpr.rrexar e rr Ha p*perrreHr4e 3a
TbproBr.r, xa BJIII, roft npe4ocraatr, IIprI noucKBane or EAEX, AorraJrHr.rreJrHa
uxlfopuaqur or npocneArBaHero Ha cJryqarr.

(5) Eurapcrara areurlru no 6esouacuocr Ha xpaur{re, B
cborBercrBHe c ycraHoBeHu npoqeAypHlr npaBr{na r uapeg6a:ra fio ,tJt. 312,
BilJrnAr,rpa, o6pa6orua, rnacu$aqr.rpa, a*ann3r4pa tl [puopr,rr,r3upa
untbopnraqrEsra IIo aJr. 2 u npe,qnpr.reMa neo6xo4r,ruure AeficrB[, no
orHorrreHae Ha pa3perueuriero 3a rbproBa.fi c BJII.

(6) Er,rrapcnara areHrrr{, [o 6e3onactocr Ha xpaur/rre BtBexAa
rEnSopruaqaxra rro aJr. 5, u 4aunrre no wr.74, naparpaQ 1 or peraarr.renr (EC)
201916 s 6a:ara gaunu Ha EBporeficrlrs cbro3 aa $apuaxolornqHa 6Alrrersocr.
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{.tr. 312. Manacrrprr Ha 3eMeAeJrr,rero r.r3AaBa xapeg6a, B Kof,To ce
onpe.[eJ'r.rrr ycJroBlrrra ri peAa 3a [oAaBaHe ua uu$oprraaqnr sa Qaprraaxo.norfir{Ha
6Aurelsocr u fiporleA]?r.re :a o6pa6orBa,e Ha c]rrHaJrr.rre rr orIeHKa Ha
pe3ynTaTr{Te.

Pasaefl IV
Ilponmogcrro rr BHoc Ha Berepuuapnrr JreKapcrBeun npoAyr$E

- Y.n. 3t3. (1) Ilpor.reaogcrao ua BJIII B crpaHara Morar Aa rr3B6prnBar
(rra:a'recxu u lopr4Ar4r{ecKu nr,iqa, perr{crprip€rHr{ KaTo rbproBrlrir Ha repnropr.rrra
HA IbPXABA qJICHKA H IION)AII4JII,I PA3PEIXEHI4C 3A IIPOI{3BOACTBO, II3AA4EHO OT
II3IIIJIHUTCJIHI,I' AI{PEKTOP gA 5A5X IiJII4 OT ONPABOMOIIICHO OT HCTO JIHIIE.

(2) Pa:peruenrre 3a rrpou3Bo.ucrBo rra BJIfI ce [3AaBa:a geftrocrure,
nocoqeHr s qr. 88, naparpaS I or perrIanrenr (EC) 201916.

(3 ) Parpeureuae 3a [por43BoAcrBo Ha BJIII He ce n3r.rcKBa 3a
Aefigocrure no q.n. 88, naparpa$ 2 or peuanaenr (EC) 2019/6.

{.rr.314. (l) 3a urgaraHe Ha pa:}peueHr.re 3a npor{3BoAcrBo na BJIfI
Jrurlara no ql. 313, ar. 1 no4aaar 3€urB,rreHue no o6paseq Ao 14 3rr6JrrrrreJrHr]f,
AripeKrop sa EAIX.

(2) B raxs.renrrero rro al. I ce nocoqBar:
1.4annrr:e uo u;r. 89, naparpaQ 2,6yxza,,6..or per,rauenr (EC)

20t9t6;
2. e4uaer r.rgeuru0zxarlroHeH Ko.u no EyIICTAT, a 3a ApyxecrBara,

perurcTpnpaHr,r B lbpxaBa qreHKa - Aor(yMeHT 3a aKTyaJrHa perrclpaqrr, IIo
HarllroHaJrHoTO 3aKOHOAaTeJToTBO

cBoTBeTHrry KOMneTeHTeH OpraH;
HA AbpXaBaTa qJreHKa, r{3AaAeH oT

3. uorraep \ Aara Ha aKTa 3a BbBexAaHe B eKcruloararlzx Ha o6exra sa
npo,3BoAcrBo sa BJIfI, rr3Aa,[eH no pela na 3arona ea yc.rpoficr:ao ua
Tepr,tTopr.rrTa;

4. uecroxaxoxAeHr{e ua o6er.ra 3a [pon3BoAcrBo, KorrrpoJr r.r
cbxpaueHr.re sa BJIfI.

(3) Krrr,r 3a_rBJreHr{ero ce npr4narar:
l. goxyuenrure no !ur. 89, naparpa$ 2, 6yxnu ,,a.0 u,,a,, _ ,A,. 61

Pemaueur (EC) 201916, Br4.q r.r pa3Mep Ha n'pBr.rrrHr.rre oraKoBKr{ na BJIfI a
Haqr.IHa Ha flpfinaraHeTo r.IM;

2. roKyMeHTIlr 3a fipaBocfioco6nocr t,t fipaxTr4qecru{ orrrrr Ha
xna.,rzQrqzpaHoro Jrr,r[e, cbrJracHo ul. 97, naparp a$u 2^u 3 or pe.,arr,reur (EC)
2019t6:'

. OnACaHLIe Ha npOIlr3BOICTBeHriTe npOrIeCU LI MeTOAIiTe 3a aEaJIIt3;
HAI,IMCIIOBAIIEE HA AKTI.IBHI,ITE BEUIECTBA U HA IIIAMOBETE

.)

4
MrlKpoopraar.r3Mu, Kor{To BJrH3ar B cbcraBa na BJIII;

5. 4oryrteur 3a nJrarerra raKca B pa3Mep, oflpe.(e.rreu a rapnsara no
sn. 14, an.2, Koraro [Jrarqanero He e r.r3B6prxeHo tro eJre(rpoueH rr]r.
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(4) 3axanenr.rero no a,r. I ce [oAaBa rri.rxo, qpe3 flbrsoMo,IHr.tr, ,o
eJreKTpoHeH n6T npr.r ycJroBurra r{ no peAa aa qa. 5 u 22 ot 3axoua la
eJre(TpoHHoTO yrrpilBJrer e r.rJru qpe3 Jrr{rleH3xpaH [orqeHcKH orrepaTop.

(5) Koraro Hrr*orr or erarrure Ha npor.t3BoAcrBoro r,rJrr{ KoHTponHr.rre
H3nrrTBaHH' B npori3BoAcTBeHri, fipoqec ce E3B6prrrBaT rro .4oroBop B .qpyr
o6err sa repuToplrrra Ea c:rpaaara nJrn r{3BaH Her, 3ilrBureJrrr:

1. nocoqsa Mecrorr€xoxAeglrero na o6exra;
2. npe4crarx Korrle or loroBopa, n xofiro ca ypeAenr.l 3aAbJDKerr[rra

HA:

a) ncxxa or crpaHLITe IIo orHorueHlre cla3BaHe I{3HcKBaHr{{Ta Ha
.{o6pam npou 3Bo.qcrBerra [paKTrrKa npr npor.r3Bo.qcrBoro na B,TIII;

6) xna.nr.r$uqflpanoro Jrxrle ro qn. 97 or peuauexr (EC) 2019/6.
Y.n. 315. (1 ) I4grururrelsrsr ArrpeKrop Ha EAEX l1!ru

olpaBoMorrleHo oT rlero n[ue o[pe.qe,I, c6c 3anoBe.q KoMricrrr, Kof,To:
l. oqeuxna AoKyMeHTaulrrra, flpe.{craBena KbM 3arrBJreunero no qJr.

314, an. I;
2. u:arpruaa flpoBepra Ha Mqcro B cborBercrBne c ql. 90, naparpa$

1 or Perrarrle* (EC) 201916, 3a ycraHoBrBaHe Ha cBorBercrBr4e Ha
AOr(yMeHTarIU.rrra rro r. I c ycronnxta 3a npoH3BoAcrBo, KoHTpOn [I crxpaHeHHe
Ha r43xoAnrire Mareprrru[ u rpafiuure BJIII;

3. npoaepxra cborBercrBl{ero Ha ycJroB uflTa 3a upor.r3BoAcrBo,
KOHTPOJI I,I CBXPAHEHI,IE HA Ii3XOAHIiTE MATEPI-IAJIN I,I XPAftHr.rrE BJIII C
Lt3lacKBaH flTa ua .(o6pata [por]3BoAcrBeHa rpa(rr{Ka (AIID.

(2) Korr,rrcurra flo ,ur. I y,negoursa rlrcMeHo 3..,rBr,rreJ, r.r My AaBa
npeArll4caHx', Kolaro ycraEoBl4 HeIIbJIHorIt B [peAcraBeHara KbM 3arBreHrrero
no ql. 314, an. I .qoKyMeuTar1nr, BKJrrorrr.rrelrHo r{ Tailn :a xra.nzsuqrpaHoro
nxqe ro qr. 97 or Pemaruenr (EC) 201916.

(3) Kouucnxra 
',o 

aJr. I rraoxe .qa r.r3ucKa or 3arBr{Terur Aa EpeAcraBu
AorrbJrHr'rreJrHa uxsoplraqrf, cbrJracHo q,r. g0, naparpao 2 0r pemarr,rexr (EC)
2019t6.

(4) B cny'ranre no a,r. 2 r 3 cpoxtr 3a H3AaBaHe Ha pa3perrreHr{e 3a
nporr3BoAcrBo ua BJIII cD pa ra reire ro r3llbJrrreflIre Ha nper[]rcaH ptfrTa, uJtu
lpercraBrHe Ha aon'r,r,TeJr'ara r.ruooprraaqua, rro 3a rre rroBerre or ABe
TOAI,IHI,I.

( 5) B cnf{ar{Te no aJr. 4. Koraro 3arBrrreJrrr He r.r3rrbJrHr.r
flpe.4fificaHurra urry, Ee npeAcraBr,r Aon]JrHIrreJIHa.ra r,ru$oprr,rarl]r.f, B cpor Io
ABe roAr.rHlr oT .{aTaTa Ha rroJIrIaBaHe Ha [r{cMeHOTO }tseAoMneHne,
I-I3TI6JIHHTEJIHII' AI4PCKTOP NA EABX I,IJII,I OflPABOMO IEEO OT HETO JiI4I{E ClC
3anoBel [peKparrBa [porleA]?ara rlo r,r3AaBaHe
[poH3BOACTBO ]l [trcMeHo yBeAoMrBa 3afiBrTerfl .

Ha pa3peureHr,re 3a

(6) 3anore4ra rro €u. 5 ce cro6ulaBa Ha 3uurBnreJ, r{ Moxe Aa ce
o6xa.nsa no peAa na A4rrar.*ruc:rparr.rBHonpouec yur,ur, KoAeKc. O6xansaHero
He cnu pa r.{3nbJlHeHr,reTo
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(7) Kouucr.rra rro ErJr. 1 agrorg_f, cr€rHoB,rqe .qo s3rrr,JlHr,rer,r,,
AripeKrop na EABX rrJrr4 Ao orrpaBoMorrleno or Hero Jrrr[e, Koero cbAapxa
[peAJroxeEr're 3a u3AaBalre Ha pa3perrreHrre 3a nporr3BoAcrBo rra B-IIII rru orrca:
3a u3AaBaHeTO My.

9.n. 3f6. (1) llentruure:urugr AnpeKrop Ha BAEX unfi
onpaBoMouleHo or Hero JrHrIe B CpOK AO 90 AnU OT .[arara Ha noaaBaHe Ha
3€UIBJIEHI,IETO NO qTT. 314, Arr. 1, Str OCHOBA HA CTAHOBI,IUICTO HA KOMIICI'qTA IIO
'{r. 315, a,r. 1 urgana pa3peureHrle 3a [pou3BoAcrso Ha BJIII ]1Jru c MorrrBr.rpaaa
3arroBeA orKa3Ba a3.qaBauero My, B crorBecrBr{e c q,r. 90, naparpa$ 4 or
Peuanenr (EC)201916.

(2) Orxastt no al. I ce cro6qara Ha 3zrflBlrreJu rr Moxe Aa ce
o6xa,rsa rro peAa na A,quasucrparuBHoflpoqecyirJrHxfl KoAeKc. o6xa.,rsagero
He c[apa r.r3n6JrHeHHeTO.

(3) Pa-:per:euuero 3a npou3BoAcrBo rra BJIII e 6eacpovuo.tl.r.317. (1) I,IgnranrrerHn.f,r Ar.rpe(rop na EAEX Hlv
onpaBoMolrleHo or Hero JIIrqe, Moxe Aa I{3AaAe pa3pelleElle 3a rlpor.r3BoAcrBo
sa BJIfI, cl,rnacHo q,r. 90, naparpaQ 5 or perrauenr (EC) 201916, npu
ycJroBr.re, qe 3€uIBr.rTeJrrT rapaHTr{pa, qe qe r.r3rr6JlHrr B olpeAeneH cpoK
yKa3arvfiaa ua EAEX, rocoqeHu B H3AaIeHoro pa3peureHr.re.

(2) I,bnuur.rreJrHr..sr .q percrop na EAEX lrnr4 orrpaBoMorrleHo or
Hero Jlr{qe cbc 3anoBe.u o[pe.{eJr, (oMr.rcr{f,, KorTo x3BbprIIBa npoBepKa Ha
Ir3[6JrHeHr.rero Ha ]'Ka3aHr.r{Ta no anr. I r npe4crarr craHoBlrrqe.

(3) Koraro KoMr{cxrra to a*2 Koxcrarr4pa, qe yra3aui.rrra He ca
r,r3rlbJrHeHr.t B rrocolreHa, cpo(, r,r3[bJrHLITeJrHIfi Ar.rpeKTop aa BAEX Nnr_r
onpaBoMolqeHo or Hero nuqe' cbc 3arIoBeA orHeMa ycJloBrloro piBpelxeHl,re 3a
npor,r3BoAcrBo ra BJIII.

Y.r. 318. Pa:pemeHuero 3a nporr3BoAcrBo Ha BJIII ct.qrpxa Aarrxlrre
no 'ur. 319, r. l-5, xamo u cnucbK na BJITI, pa3pe[reHrr 3a npo]r3BoAcrBo r.r.,Iu
BHac-sHe, n xoftro ce [ocoqBar Saprurt"urrrHr.rre rrM Qoprr,rra, aKTTTBHETe
BeqecrBa Ir,IIlI luaMoBere MI'IKpoopraHI'I3MI.I, KoI,ITo BJIlt3ar B crcraBa r4M, BtrA u
pa3Mep Ha rl5pBr,rr{Hr.rTe }IM oIIaXOBKU V l/,Aqpr]P. Ha npHJraraHe.

Y.n. 319. Erarapcrara areHrlr{, no 6etonacnocr Ha xpauxre
noAAbpxa Ha r4HTepHer crpaHnrlara cz ny6lrveu Haur4oHaJreH per[crbp 3a
r.{3Aa.qear.rre pa3perrrerr.r, 3a [por.r3BoAcrno na BJIII, xofiro cr4rpxa:

1. uorr,rep r4 Aara Ha Ir3AaBaHe Ha pa3pelueHnero;
2. Har{MeHoBaHI,re, ceAaJrl{qe

Ilpox3BoAUTeJrr;

3. aapec/rraecronrxoxrenue Ha
r(oHTpon r{ cbxpaHeHr.re sa BJIII;

n aApec Ha

IIOMeTUeHl{f,Ta

ylpaBJreHae fia

3a rrpor.r38olcTBo,

4. tpapmauearrunn 1|oprr.rn ua BJIII;
5. Aaunu sa raaauQrqupaHoro rrrqe [o qa. 97 or pernaruenr (EC)

6. uouep ua cepruQuxara ra,([lI;

J
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7. ocHogarue v raita 3a orHeMaxe l{Jrr,r BpeMeHHo ctt paHe Ha
Aeic:rsue'ro Ha pa3pertreur,rero ;

8. sa6erexxr.r rro Birr{canr.rre o6crosreJrcraa.
{.n. 320. ( I ) flpurexareJurr Ha p€BperxeHrie 3a rpor43Bo.[crBo Ha

BJIfI no.4ana 3iurBJreHrre no o6pareq Ao r.r3ntJrur.rrenHnq Ar.rpeKTop xa EA6X
rrp npoMrrHa Ea Bnr.rcaH]rre o6croxrercrsa [o qJr. 319, r. 2 - 5, rarro ll s
cflrrcrKa Ha pa3perrreHr{Te 3a rrpor3BoAcreo BJI[[ no .rr. 3 18.

(2) Kru 3rrrBJreHr4ero no an. I ce [priJrarar Aox],rweurn, cBbp3aau c
npoMrrrara n AoxylltexT 3a nJrareHa raKca B pa3Mep, onpeAeJreH n rapraQara no
tn. 14, a* 2, rorato rrJraruauero He e l.r3Bbplrreno no 6anror ntr.

(3) 3arn,renraero rro il-rr. I ce nogaaa Jrr{rrHo, qpe3 rIbJrHoMorrIHr.rK, no
eJrerrpoHeH flbr fipl,r ycJroBrrrra u rro peAa Ha .ur. 5 u 22 ot 3axoua ga
enerTpoHHoTO ynpaBJreHr{e HJrr.t qpe3 nI{rIeH3[paH no[IeHcKI,r O[epaTop.

(4) IIpu rpoMqHa sa o6crorrelcrBara ro ql. 319, r.3 u 4 Ltlu Ha
Kareroplrrra [por,r3BexraHz BJIfI, r.t3rrbJrHr.rreJrHr.rrr AapeKTop na EAEX r.rnr.r
onpaBoMolrleHo or Hero nlrqe, o[peAeJI{ cbc 3aloBeA (oMllcll"f,, Koxro I,t3BGpIrrBa
aeficrBr.rflTa rlo .r,.r. 3 15.

(5) IIpu npoMerrr Ha o6cro{rercrBara no ql. 319, r.2 H 5 unu s
crxcbKa Ha pa3perueHHre 3a npor.r3BoAcrBo BJIII no .rr. 3 I g, s EAEX ce
I43B5PIXBA OIIEIIKA HA IIPEACTABCEATA AOKYIUEHTA\ 9, E CC A3TOTB' CTAHOBI,ITIE
Ao lr3trbJtnlrreJrnll, Ar{peKTop ua EABX.

(6) B cnyvallre Iro iur. 4 n 5, u:nr.nrrHTeJrHr.rrr Ar.rpeKrop sa BAEX
HJII4 ollpaBoMouleHo or Hero JII'Iqe, Ir3AaBa Ao[bJIHeHLIe KbM pa3peueHl{ero 3a
IPOH3BOACTBO gA BJIII I'JIII C MOTI,IBI,IPAIIA 3AIOBEA OTKA3BA I'3AABAHETO MY,
cborBerao B cpoK Ao 90 aau - npfl rrpoMerrri no Errr. I uwr go 30 4nra - lpa
npoMexr.r no a.n.5.

Y.n. 321. I,Iguursr.re,rnasr AlrpeKrop Ha EAEX r,rJrr.r

onpirBoMoureHoro or Hero Jrr.rqe, u3AaBa cepur$axar sa ,,(lIfI B CrorBecrBr4e c
r{3r4c(Barr[rra Ha .{r. 94 or Per.nalrer.r (EC) 2019/6.

l{n. 322. ( I ) flpr.mexarerrrr lra pa3perxeHr.rero 3a npora3BoAcrBo
H3[bJrHrBa 3aabJrxeHbrra, fiocoqeHr.r s qn. 93, naparpao 1 0r per;rauenr (EC)
201916.

(2) HrucxnaHurra ta,{II[I nprl rpolr3BoAcrBo Ha BJIII ce onpeAenf;r
c uapeA6a Ha Mr,rHr4cr6pa Ha 3eMeAeJrz ero.tl.n.323. (l) I4:nusuremrram.qupeKrop Ha EA6X ulr4
OIPABOMOIIICHO OT HErO JII{qE CbC 3ATIOBET NPIIJIATA EAIIA I,IJII{ NOBEqE OT
Mep*rrre' trocoqe,u s .rJr. 133 0r Pemavent (EC) 201916, xoraro ce ycraHoBr.r,
qe npurexarerrr Ha pa3peueHaero 3a [por.r3BoAcrBo He Lr3['JIHf,Ba erHo rr,rl{
loBeqe or 3a.ubJrxeHr.l sra cH, nocoqeHr.r s qr. 93 or perlalreul (EC) 20 I 9/6.

(2) Pa"rperuenuero 3a npoa3BoAcrBo sa BJIII ce rpeKparrBa:
I . no nucuego I{cxarre Ha npxrexarerur My;
2. npr.r npexparxBaue Ha 4einocrra, 3a Korro e r.r3Aa.qeHo;
3. npa crrarpr ua $zrrvecxoro ritr{ue _ eAHoJrr,rqeH TbproBeu.
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(3) 3anoee4ra no aa. 1 ce cr,o6ruana r.r Moxe 4a ce o6xaaaa tro peAa
Ha Agrvuuucrparr.rBHofipoqecyaJltr]r, KoAeKc. O6xaunanero He cflr4pa
T,I3IIbJIHEHHETO.

rI1. 324. ( l) flpurexareJrrr Ha pa3perxeHxe 3a [por43Bo.qcrBo Ha
BJIfI crrrc.rsa rpyAoB AoroBop safi-ualxo c eAHo xnalrE$uqupaHo Jrr,rue,
orroBapcqo 3a [pou3BoAcrBoro, KaqecrBoro u ocao6oxaaBaHero Ha
napru4ure BJll.

(2) Jft.rqero no a,r. I orroBap, Ha H3ncKB€tr{E Ta rro qJr. 97, naparpar}x
2 n3 or Peuauenr (EC) 201916.

(3) Koraro u3rrbJrurlreJrHlr-E AupeKrop na EAEX rroJryr{}r l.lu0oprr.raqna
:a o6pa:yaaro aAMr.rHrrcrparHBHoHaKa3areJrHo r,rJr[ HaKa3areJrHo npor.r3BoAcrBo
3a HapyrreHr.r, r.rJrr,r flpecrbnJreHr.rr, H3BbprrrearE or xranaQr{rl[paHoro .nu[e, rofi
LInr4 oIIpaBoMoIqeHo or Hero lrHIIe, nplcMeHo yBeAoMrBa flpllTexareJrfl Ha
pa3pexreHr.rem 3a rrpor.r3BoAcrBo Ha BJIII, qe cJreABa ,ua orcrpaHr.r
raaauQrrlupaHoro Jlr.rqe or AJrbxHocr .qo fipr.rKrrorrBaHe Ha o6pasyraHero
cpeuly Hero npor{3BoAcrBo.

II.n, 325. (l) Bnoc na BJIII, 3a Korlro rrMa H3AaIenr4 pa3perxeHufl 3a
TbproBrrq, Moxe Aa ce ocbrrlecTBrBa CaMO OT ynbJrHoMorrleHr{ oT
[por43BoAr{Tenr sa BJIfI lrlaqa, Kotrro orroBapqr Ha yclroBr.r{Ta no .rrl. 313.

(2) B ctyraure rro aJr. I nuqara :rpr6na Aa panrroJrarar c Korr[e or
cepra$nxar oa [fIfI, r{3AaAeH Ha npor.r3BoAr.rrer.rr Ha BIIII or KoMrereureg
opraH Ha ArpxaBa qJreHKa r{Jrn Ap}Ta Abpxasa - crpaHa no cnopaayueH}rero 3a
Erponeicxoro r.rKolroMr4qecKo npocrpa,crBo, riJrn Kox$egepauuq Lllsefiqapuq,
a npH BHoc Ha BJIII or rpera crpaHa, cKmoqr,rJra cnopa3),r!{eHr{e c Esponeficrur
cbro3, Koero rapaHTupa, qe B Ta3H crpaHa ce [punarar r{3licKBaHlr, :a [II[I,
Haft-na.nxo eKBuB€ureHTHr4 Ha re3rr n Eaponeftcxu, cbro3 - Korrae or ceprusnxar
sa IIIfI, r.r3.{aAeH or KoMnereHTHru oprau Ha rperara crpaua.

rl.n. 326. (l ) 3a nolyvaBaue Ha pa3perxegrre 3a npor.t3BoAcrBo Ha
BJIII nNrlara no ,rr. 325, ar. I uoganar ro [3flbngr.rreJrar.r, Ar{peKrop na EABX
3€urBJreuae no o6pareq, B Koero ce nocoqBar AaHHnre no .rr. 3 I 4, ar.. 2, t. I u 2,
MecroHtxoxAeHHero na o6exra 3a [por.I3Bo.qcrBo, KOHTpOjT H cExpaHeHlle Ha
BJIII, xarro r.t HoMep u rara Ha rd3AaB€rHe Ha aKTa 3a BbBex.qaHe B
eKcuoaraur{, Ha noMeqeH \'ra 3a cbxpaHeHr{e na BrIfI r peny6nura
Sarrapr.rx, x3Aa,[eH no pe.ua sa 3axoua ra ycrpoftcrno rra repnropuflra.

(2) Kru 3af,Bre'r{ero no ar.r ce Epr{Jrarar cJreAHare paantu urunr
AOKYMEHTI,I:

l. no .{,'r. 89. naparpa$ 2, 6yxat ,,4.., ,,B,. ll ,,r,. or pernarueur (EC)
2At9b;

2. la npaaocnoco6nocr ri [paKTr4qecK, onrrr na xra.rn$uq]rpaHoro
Jrrrqe' Koero orroBapq 3a KaqecrBoro Ha BHeCeEr,ra r peny6:rur<a Brnrapux
BJIII, crr,racso q,r. 97, naparpaSz 2 n 3 or peraaruear (EC) i}lgl6;

3. no ql. 314, an 3, r. 3-5;
4. awg u pa3Mep Ha nbpBrrr{Hure ona*oB*r{ na BJIII r.r Har{uHa Ha

IIp JraraHeTo r{M.
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(3) 3axa,rrenr.rero ,,o rul. I ce no4ana Jrr.rqHo, qpe3 [bJtnoMorrl,r.tK, [o
eJreKTpoHeH nbr rrpr{ ycroBr4sra r.r no peAa na q.n. 5 u 22 or 3aroHa :a
eJIeKrpoIIHoro yIIpaBIeIrxe IIIJIE qpe3 Jrr{IeH3rrparr IIOlqeHcKri OIIepaTop.

(4) Paspeurexr{e 3a npor43Bo.ucrBo na BJIII ce ,.guui ,a ,rrluru no
a;r. 1 no pe,{a Ha.rr- 315 u3l6 u ce Brrr.rcBa B perncrbpa no q:r. 319.

(5) B cnyvaare rro aJr. 4 ue ce lr3B6pruBa npoBepKa Ha Mrcro Ha
o6erra 3a rrpor.r3BorcrBo na BJIII B Tpera crpaga, cKJrrorrraJra c[opa:]yMenne c
Eaponeftcrar cbio3, Koero rapaHTrlrpa, qe B Ta3r{ crpi*a ce [pr{Jrarar
pt3trcK.BalJvfl ra AfIfI, naft-uarxo eKBHBaJTeHTHT{ Ha re3II r Erponeftcxn.s c6rc3
r'rJrr.r Koraro ga o6erra e r43AaAeH Ceprzsuxar ra [IfI or AbpxaBa qJleHKa,

.qbpxaBa - crpalra no Cnopa:yrr.reH}rero ra EnponeficKoro uKoHoMr.rqecKo
npocrpaucrBo r.nr-r Kou$e4epaqzx Tllnefiqapua.

Y.n. 321 . ( I ) Baocxrelra.re ua BJIII tpx6ra .qa:
1. cna:sar v3lrcKaamtrflTa no un. 93, naparpaS 1, 6y,nalr ,,a,, _ ,,ir,, or

Per.rarraenr (EO) Ne 201916, cBbp3aHH c geftuocrure Epr,r Br{oc Ha BJIII;
2. rapanrupar cla3Baue Ha ycJroBi{rra rro rrJr. 94, naparpaS 5 or

Per,raneur (EC)20 1 9 I 6.
3. npegc.rarxr [pe.q Mr.rrH qecKure opraxu Korrr{, or pa3peureur{ero

3a rrporr3BoAcrBo, pa3peueHuero 3a fl)proBlls c BIIfI 14 Korrue or ceprr.r$urcara
sa [llII, r.r3AaAeH Ha fipor.r3BoAr.irenr ra BJIII, fiplr BHoc sa BJIII.

(2) B c.uyvaure Ha Her43rrbJrueur,re Ha pasnope46nte no a-rr. 1, r. I u 2
paipelrreHl'Iero 3a npol{3BoAcrBo ce cflEpa, orHeMa I'Ir]r fipeKparsBa rlo peAa ]ra
qn.323.

Par4e.n V
[pousrognreJru' BHoc[TeJr[ x pa3[pocrpa,urenrr Ha aKTrrBHrr BerrlecrBa

{.r. 32 8. ( I ) llpoN:noacrBo, BHoc, c'xpaHe'r{e unrlr pa3flpocrparreHr.re
Ha aKTITBHI'I BelrlecrBa, LI3TIoJI3BtIHLI Karo LI3xoAHr.r cypoBlIHE are BJIII, uorar
Aa a3B6prxBar $aszvecxra u npr,rAr.rqecK n r\a, pefl4crp,Ipaql{ Karo fi,proBrlr.r
no 3aKorroaarercrBoro Ha ABpXaBa qJreH(a r4 Brrr{carr[ B perrrcrbpa no .rr. 331,
a-n. 1 .

(2) ,dzucxraw,tfrTa 3a ,(o6para flpa(Trrxa Ha pa3[pocrparreHrre Ha
aKTrlBHIr BelrrecrBa, LI3rIoJI3Barru Karo I{3xoAH[I c]?oBI.IHr4 srs BJII, ce ypexAar
B aKroBere 3a r'r3rr6jrHeHHe no qr. 95, uaparpaQ g or per.narrlesr (EC) 2a19rc.

(3) IIpr [por.r3BoAcrBoro Ha a(Tr.rBrrr.r BeruecrBa, r{3rroJl3BaH[ Karo
Lr3xoAH, cypoBr{Hrr sre BJIII, ce nprinarar ,{3r{cKBarr}r{Ta :a .{o6para[por,r3BoIcrBexa rrparor,rxa, flocoqenr-l a uapea6ara no ,ut. 322, aut. 2.

Ya. 329. (l) Jlrqara no vl. 32g, a.n. I noAana.r Ao ri3rr6lHr,rr€JrHr.r,
A[peKrop ua BABX, 3arrB:reure 3a peracrpaurx no o6paeeq.

(2) 3ara,renuero no arr. I, crgrpxa:
1. .{arsr,r.re no v.u. 95, naparpa@ 2 o.r per.xalrenr (EC) 20i916;
2. eguteu ulerrr(piexaqrroHer{ KoA no ByJICTAT, 

" 
,u 1p}*".rruru,

perurcTpHpaHr.r B ABpxaBa q.J,ierrKa _ .qoKyMeHr 3a aKTyaJrrra perl/lcTparlHf no
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H qI,IOHZUIIIOTO 3AKOHOAATEJICTBO, H3IAACH OT KOMICTCHTCH OPrAE HA
cborBeTHaTa A6pXaBa;

3. uecronaxoxAeurero sa o6erra 3a [po[r3BoAcrBo, BHoc r.rJrr
pa3rpocrpaHeHEe lra B JI[I;

4. 4efinoc:ru.re, Kor,rro Jrr{rlero no.ur. 328, ar. 1 ue r{3BrprxBa;
5. lrnae na xaanuQuuupagoro Jrfir{e Ha [por43BoAxreJn Ha aKTr.rBHr.r

BeIIIeCTBa UIM LlMeHa 3a JII,IIIaTa, KOI4TO

pa3rrpocTpaHeHr4eTo Ha aKTr4BHrr BeIlIeCTBa.
oTroBoprT 3a BHOCa u

(3) 3aralenuero no {uI. I ce noAana Jrr.rqHo, r{pe3 ntruoMolqsr.rx, rro
eJreKTpoHeH IIbr [pr4 ycJroBurra u IIo peAa na .{r. 5 u 22 or 3arona :a
EJIEKTPOHHOTO )MPABNCHIIE I'TX qPE3 JII,IIICH3HPAH IIOTqEHCKI.I OICPATOP I-r K6M
Hefo ce npr.rJrara AoKyr!{eHT 3a nrarer{a raKca B pa3Mep, o[peAeJreH a rapuQara
no ur. 14, a.n. 2, xorato rrJrarrlaHero He e r,r3Brprneuo no eJreKTpoHeH 116T.

(4) B EAIX ce lr3BsprrrBa orIeHKa Ha trpencraBeHara iqoK),r!{eH Tar\ufr Lt
ce r{3roTBq cTaHOBr.rUe Ao r.r3rr6J1Hr,rTe.,[Hr4,

olpaBoMorrleHo oT Hero Jrlrqe.
Arrperoop Ha BAEX urru

Vl. 330, ( 1 ) B cpox ao 60 Anr.r or rrocrbrBaHe Ha 3ajrBreHr.tero no qJr.
329, ut. I EAEX Bb3 ocHoBa Ha orIeHKa Ha plrcKa:

I . suncna Jrrirlero no .r,r. 328, an. I a perucrbpa no q,r. 33 1 , an. I u
nr4cMeHo ro yBeAoMrBa 3a ToBa, r4JIA

2. yaegoutna [ucMeHo Jtrrlero no r. I 3a Aarara Ha r{3BbprrrBaue Ha
HHCIICKIIE' 3A YCTAHOB'BAHC HA CbOTBCTCTBI,IETO HA YCNOBI'CTA 3A I,I3BGPItrB€UIC
na reftnocrure rro qJr. 328, aa. I c uszcxsagr,r.f,:ra xa flo6para npor:ro!"rne,ru
NPAKTHKA NPU NPOII3BOACTBOTO HA AKTI,IBHI4 BCIIIECTBA UIUTU gA IO6PATA
npaxTrrKa na pa3[pocTpaHeHLre Ha aKTr.tBHrr BerrIecTBa.

(2) Hscnexqu.rrra no an. l, r. 2 ce u3BBp,,Ba or KoMrrcr{q, onpe.qeireHa
C6C 3AIIOBE.4 HA I,I3II6JIIII,ITEJIHI,I' TfiPEKTOP UA EAEX I{JII4 OIIPABOMOIIEHO OT
Hero Jrnue.

(3) IIpn ycraHoBrBaHe na nponycrur B rrpeAcraBeHlrre AoKyMerrrr.r
UJII{ HEC5OTBETCTBr1C MEXAY CICTO{HHETO UA O6EXr:A I{ H3I,ICKBAIIE ATA 3A
.(o6para npor{3BoAcrBeHa .,paKrr,Ka npr4 [por.r3BoAcrBoro Ha a(TuBHr,r
BeurecrBa u/uttu aa .(o6para [paKTnKa Ha pa3npocrp aleHue Ha aKTr.rBHr4
BelIecTBa, KoMlrcu-,rra to an. 2, yBeAoMrrBa rlucMego 3auBr.,re u Ir My .qaBa
npeAIrrrcaHr,r, 3a oTcTpaH.EBaHeTO r.rM.

(4) B c;ry,rar{Te no a,r. 3 cpoxrr no €u. I cnupa Aa rerre .{o
orcrp€lusBaHe na flporrycKlrre, Ho 3a Ire floBeqe or l g0 aara.

(5) Kourc,rrra no aJr. 2 nsrorss craHoBrrrqe .qo rr3rr,nHrrreJrHr,
ALIpeKTop na EAEX r,rJrr.t Ao oflpaBoMoureuo or Hero ,rrlue, Koero cbrtpxa
nperJroxeHHe 3a BrrHcBaHe Ha Jrlrrlero B perrrcrbpa uo q,r. 33 1, wt. 7 utu za
OTKA3 OT BII{CBATIE.

(6) 3a r'rratpruBaHe Ha HHcne*qrirra no aa. 2,3arBr{reJrrr 3anJraxra
TaKca B pa3Mep, onpeAeJreH a rapu$ara no qrt. 14, a.,r. 2.

9"u. 331. ( I ) El.urapcxara areHrlr{, no 6e:onacsocr Ha xpaHr{re
no.q.ubpxa Ha r{HTepHer c,rpaHr.rrlara ,.r ny6a,veu HaurroHzrJreH per,crbp Ha
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BHocHTenr{Te' rrpol'I3Bo.qI'ITenI'ITe r{ pa3rlpocTpaHxTeJlxre Ha aKTI4BHI{ BetllecTBa.
xoiTo cbAbpxa AaHHr.rre rro rrJ.r. 95, naparpa$ 2,6yrctu ,,a,, u ,,6', or perrraMeHT
EC) 201916, AaHHE 3a MecroHixoxre,Hero Ha o6e*ra 3a [porir3BoAcrBo, BHoc
r4nu pa3npocrpaHerrlre Ha aKDTBHH BerrlecrBa H 3a Jrr{Ilara no .rfi. 329, ast. 2, r. 5 .

(2) Burrapcrara areHUru uo 6e:onacuocr Ha xpaHr{Te BtrrlcBa B
6asara 4auHu no qr. 91 or Per.narraesr (EC) 201916 raxsopr.aaqraxra no aa. I u
no .rr. 132 or Pernaueur (EC) 2019/6.

tl.rr. 332. (1) Ilpr.r [poM{Ha Ha Brr.rcaur,r B perficrlpa no qn. 33 l, an. I
o6crorrelcrna n\ara no ql. 328, al. 1 no4aaar Ao r.r3rraJrrrr.rrernu, AupeKTop
na BAEX r{Jru Ao o[paBoMorrleHo or Hero Jrr{r{e 3aflBJreuue no o6pa:eq.

(2) Klrra 3€urBJrenr.rero ce rrprJrarar AoKyMeHTure, cBbp3aur c
[poMrHara r.r Aox]t\{errr 3a rrJlareHa raKca B pa3Mep, o[peAeJreH e rapr.roara noql. 14. a,r. 2, roraro Errarlanero He e Ll3BbprxeHo rro erex'rpoEeE n6T.

(3 ) B EAEX ce [3BrprlBa orIeHKa Ha [peAcraBeuara AoKyN{eHT a\ufl Lt

(4) B cpox 4o 30 4nu or nocranBane Ha 3arrBJreHuero no arr. 1 EAEX
863 OCHOBa Ha OrIeHKa Ha pr.rcKa:

L snacsa fipoMenrlTe B perncrbpa no .{r. 33 l, an. I u [r{cMeHo
yBeAoMrBa 3arBr{TeJr.{ 3a TOBa, r.rJrrr

2. npegnpueua Aeficrs[rra no qn. 330, an. 1, r. 2 u at.2.
(5 ) IIpu ycranoBrBaHe Ha nponycKr{ B flpeAcraBeui.rre .qoKyMeurr.l

I.IJII{ EECbOTBCTCTBI.IE ME)i(AY CICTO'HI,IETO UA O6CXTA C II3I,IC(BAHI,I fiTA 3A

.{o6para Dpor'r3BorcrBeua nparTr4 Ka npu npor.r3BoAcrBoro Ha aKTHBH,
BerrrecrBa ulwtu ua ,{o6para [paKT]rKa Ha pa3flpocrpaHelrue Ha aKT]rBHLr
BEIIIECTBA, I{3IIJIHI,ITEJIIII'T AI,IPEKTOP HA 6AEX I{JIE ONPABOMOIIIEHO OT HCrO
nxqe, yBeAoMrBa III{cMerro 3asB[Terr :a ueo6xo4urr.rocrra or orc,rpaHrrBaHero
xM, Karo cporbr no a* 4 c[]rpa Aa reqe Ao orcrpaurBaHe Ha flpoflycKrrre, Ho 3a
He rroBerre or 180 anu.

(6) Koraro e r.r3BbprxeHa r{HcfieKur{r, (oMucr.rrra no .ur. 330, ar. 2
r.r3forB, craHoBr.rlJre Ao a3[bJrHI{TeJIHr.rfl Ar.rpeloop na EAEX rnn Ao
onpaBoMouleHo oT Hero r[qe, KoeTo csAr,pxa [peAnoxe] .re 3a [poMrrHa Ha
BIII,ICAHI,iTE AAHIII,I HA JII{IIETO B PErIICTbPA NO qrr. 331, AN I NXU 3A OTKA3 3A
rl3BbprrrBaHe Ha fipoMrrHa.

(7) 3a n:arpruBaHe Ha ,Hcne*ur.rrra no ar. 6, 3€urBr,reJrrr 3a,,Jrar,Ia
TaKca B pa3Mep, olpeAeneu r rapra$ara no ,fl. 14, ar. 2.

(8) Hsnurnrrerrgr.rrr Ar4peKrop Ha BAEX tn Ao orrpaBoMorqeHo or
Hero Jlrrqe, BT,3 ocuoBa Ha craHoBar{ero Ha a,t. 6, anucna npoMsHara B
perrrcrbpa no 331, ur. I wtn c Morr.rBr,rpaHa 3a[oBeA orK€BBa r:nrp[raauero fi.

(9) Orxarrr no an. 8 ce cro6qaaa a Moxe aa ce o6xansa no peAa Ha
Aan'ruuucrparuBHonpoqecyirn,r4{ KoAeKc. o6xanea'e.ro He ' .nrpu
143NbflHEHI,ICTO.

rlrperrop Ha BABX urrLt
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PacAen Vl
Trpronnn Ha eApo c BereprrfiapHrr .r.reKapcrBexrr rrpoAyr$fi

tl.n. 333. ( 1 ) Trproar.rx Ha eApo c BJIfI Morar ra r{3BbprxBar
{usrvecxr ,n rcpr.q,nqecK* nvua, per,crpr.rpa*r.r no Trproncxur 3aKoH rrJrr{ [o
HarllroH€urHoTo 3aKoHoAaTercTBO Ha Apyra AbpxaBa qJreHKa r,r noJr)Arxnlr
pa3peuenr4e or lt3rrbJrHr.rrenHr.rf, ,qupeKTop ua BAEX r.rJrrr or onpaBoMorqeHo or
Hero Jrrrqe r.rJrr4 pa3peueEae rro HaTII4OHaUTHOTO 3aKOHOAaTencTBO Ha AplTa
AbpxaBa qJreHKa.

(2) Jlrqero, omoBopHo 3a r6proBr.r, Ha eApo c BJIfI, cbruracuo qJr.

101,, naparpa{ 3 or Per.uauenr (EC) 201916, Moxe Aa 6rAe cauo Berepr{EapeH
JreI(ap.

(3) tlpu rbproBr.r, Ha e.qpo c BJIII, Kor{ro cbAr,pxar HapKorrrrHu
BelqecrBa, ce npriirarar u3ric(BaHr{rra Ha 3axona 3a KoH.rpoJr Bbpxy
Hap(oTr4rrHaTe BeIrIecTBa n [peKypcopHTe.

(4) I,Iaucrrauusra 3a [o6pa npaxruKa Ha pa3rpocrpaHeHr.re sa BJIfI
ca npeIBr4AeHrir B aKTOBeTe 3a It3IIbJrHeHne, fiocorreHu s .u.99, naparpa$ 6 or
Perraueur (EC) 2019/6.

{.n. 334. B clyvanre no un. 99, naparpaQ 5 or per.:rauenr (EC)
2019/6, [POI.r3BOAHTENr,IrE rrA BJIII HC E H)DKHO AA TIPI,ITEXABAT PA3PEIIIEHI,IC 3A
rbproBr.r, Ha e,qpo c BJIII, no rpa6sa Aa c[a3Bar fi3Ltc]KBa]fliuara sa {o6pa
npaxrr.rKa Ha pa3flpocrpaHe]rue sa BJlfI, nocoqeun e .r.r. 99, naparpaS 6 or
Peraauenr (EC) 2019/6.

{.r. 335. ( I ) 3a r,rsaasaue Ha pa3perrreHne 3a r6proBu, Ha eApo,
Jrr.ruara no qn. 333, al. 1 noganar Ao a3nlrHr{TeJrHu, AnpeKrop ua EAEX
3arrB;renlre no o6pareq.

(2) B saranenr4ero rro a.r. I ce flocoqBar:
I . na[.[reHosaH]4e, ceAaJrr{ule }r aApec Ha ynpaB.,,IeHr.le Ha 3aL,rBurerr;
2. eguten r,rAeHrr4ibr,rKarlr{oHeg KoA no Ey,TCTAT, a 3a ApyxecrBa,

perlrcrpupaHr.r B rbpxaBa qJreHKa ua EaponeicKr.l{ cbro3 _
aKTyaJrrra perlrcTpaqu, no Haur4oHaJIHOTO 3aXOHOAaTencTBo,
KoMneTeHTIIIit, OpraH Ha CbOTBeTHaTa A6pXaBa;

AOK)rMeHr
n3.qa,qeH

3a

OT

3. uecrosaxoxAenrre Ea o6erra 3a rtproBru Ha eApo;
4' norr'rep r,r Aara Ha n3AaBaHe Ha aKTa 3a B'Bex.qaHe B er(cflJroaraqr.r,

Ha o6erra 3a r6proBr, Ha eApo c BJII, a3AaAerr rro peAa na 3axona sa
ycrpofi crro Ha repnropr{rra;

5. uMe, HoMep u Aara rra r{3AaBaHe Ha AxtrnoMara Ha Jrr,rrlero rlo qJr.
I 01, naparpaQ 3 or Per,.raneur (EC) 201916.

(3) Krrra 3arrBJreH[eTo no aa. I ce rpEnaraT:
1. AoxagareacrBara E Aeruapaqlrrra rro qr. 100, naparpaS 2 or

Perrauenr (EC)201916;
2. cruc.sx Ha SapuaxolorutrHure rpyrrtl, c Ko]rro qe ce r6pryBa;
3. goxyueur 3a nJrareua rarca B piRMep, olpeAeJreH r rapa$ara uo.r,'r. 14, ar.2, xoraro nJrarrlanero He e r.r3BbpIIJeHo no eJreKTpoHeH n6T.
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(4) 3a.rsaexuero ce rroAaBa Jrr.lqHo, qpe3 rrbruoMor[H[rK, no
eJreKTpoHeH nbr npr,r ycnoBr.rrra H rro peAa na .ur. 5 u 22 ot 3arona ra
eneK'rpoHHoTo yrrpaBneEue lrJru qpe3 Jrr,rueH3r.rpaH rrorqerrcKr4 onepaTop.

9n. 336. (1) H:urlauremrurr .{}rpeKrop rra 6ABX unu
oupaBoMoIIIeHO OT HerO JII{Ue, C5C 3aIIOBCA O[peAeJl, KoMr.rcur, KorTo
pa3rnex.qa 3arrBJreHHero u AoKyMeHTATe I1O qJr. 335, an. 3 u Ha 6asa orreHKa Ha
pncKa H3BbprrrBa rrpoBepKa Ha o6er.ra.

(2) llpu ycraaoBf,Bane Ha flpoflycKrl B rrpeAcraBerr[Te AoryMeHrr.r
ulutu sec'sorBercrBr4e c [r3rrcKBaHr.rrra Ha qJr. 100, naparpaS 2 or peraauesr
(EC) 201916 r arroBere 3a lr3rsrrueulre, flocoqeHr.r s qr. 99, naparpa<[ 6 or
PCT.NAUCTTT (EC) 201916, KOMI,IC}I'TA YBEAOM'BA III{CMEIIO 3[I^'BI,ITEJI' }I MY AABA
[peAnncaHr.r, 3a oTcTparrflBaHeTo ItM.

(3 ) Konaucuxra ,,o aJI. I nsrorsr cra'oBr4rrle Ao fi3[bJIHIrreJrHr4,
Ar,rpeKTop ga EAEX t4in no olpaBoMorrleao or Hero nuqe c [peAJroxeHue Aa
rr3AaBaHe Ha pa3pe[reHrre 3a rsproBu, Ha eApo c BJIII urH or(a3 3a I.t3AaBHerO
My.

(4) B crry.rarare Iro an. 2 cpoxrr 3a r.!3AaBaHe Ha pa3perxear.re no an. 7,
cnr{pa Aa Teqe Ao oTcTpaHflBaHe Ha nponycKHTe.

(5) Koraro 3€urBr{reJrrr He orcrpaar.t flponycKr.rre B cpoK Ao l g0 4nu
oT AaTaTa Ha

.qlrpeKTop Ha

[oJrrraBaHe Ha rr]rcMeHoTo ]tseAoMJreHr.re, rr3rrbJrHllTer]HLtfl.f
EAEX ranil olpaBoMo[IeHo or Hero Jl4IIe, cbc 3aIIoBe.{

npeKparqBa npoqeAypara IIo rr3AaBaHe Ha pa3perueHrre ]i fllrcMer{o yBeAoMrBa
3afl,B TeJr[.

(6) 3anoregra no aa. 5 ce cro6uqana r.l Moxe ga ce o6xa,raa rro peAa
Ha Aglrr.*rucrparuBrrofipouecyiurHr.r, KoAeKc. O6xa:reafiero Ee 

"nrpuH3TI6JIHCHIIETO.

(7) B cpox ao 90 anz or.qarara Ha [oAaBaHe Ha 3af,BJreHrrero no qn.
335, a,r. l, flsn],ruurer,r{rr Ar.rpexTop Na EAEX urrr4 onpaBoMor[eHo or Hero
Jrr'rqe' 863 oCHOBa Ha CTanoBr{rqero no ur. 3, urgaaa pa3perrreHr{e 3a rsproBu,
Ha eapo c B.IIII nJrn c Morr{Br{paHa 3anoBeA orKa3Ba r{3AaB€urero My.

(8) Paspeureru4ero 3a rbproBnq Ha eApo c BJIII e 6e:cpovno.
(9) Orxarrr no a:r. 7 ce cro6rqasa r{ Moxe 4a ce o6xalra tro peAa Ha

A4r',ru,racr:patnBHonpoqecyar'lrq KoAeKc. O6xa,rsa,ero He cnfipa
I]3NbJIHCHI4ETO.

Yn. 337. ParperueHnero 3a rbproBr.r, Ha eApo c BJIII cbAbpxa
Aatulrre no.{,r. 338, r. l-5.

I{"n. 338. Burrapcxar:a areErIH, no 6esonacuocr Ha xpaur{Te
noAAbpxa Ha r'rrlTepHer crpaHl{rlara cu ny6rrveu HarluoEiureH perucrtp Ha
lr3Aaiqeur.rre pa3pemeuri, 3a rbproBr.t, Ha eApo c BJI|I, xofiro cr4lpxa:

1. uorrlep v AaTa Ha r.r3AaBaHe Ha pa3petrreHr.reTo;
2. uaun'renoraHxe, ceAaJrr.ture ,u arpec Ha ynpaBireHlre Ha Jrr4lrero,

IIon)Ar,rJro pa3perxeHue ;

3. uecronaxoxreHr.re Ha o6ex.ra 3a rbproBn, Ha eApo;
4. uue na rrrirlero no q.r. 1 0 l, naparpaQ 3 or pemauesr (EC) 20191 6 ;
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5. Sapuaxo.noruqHr.r rp)mt,r BJIII, c Ko]tro ce rbpryBa;
6. ocuosauue u Eara 3a cnupaHe ua 4eftcrauero [JIr,r orHeMane Ha

pa3pe[reHneTo 3a TaproBr4, ]ra eApo;
7. sa6eaexrca rro Bflr.rcar{rrre o6croxre,rcrsa.
II.n. 339. (1) Llgnuuuremrusr Ar.rpeKrop Ha EABX vrrrvt

o[paBoMorqeEo or Hero nllqe, clc 3€lrroBeA cnupa 4eftctrtero, u3MeH_E r.rJrr.r

orMeH, pa3perrreH,rero 3a rbproBr.rJr Ha eApo c BJIfI, B cJ!^rar.rre no qr. 131 or
Perraueur (EC)201916.

(2) Pasperueuuero 3a rbproBr.r, Ha elpo c BJIfI ce npexparrBa:
1. no uucueno r{cxaHe Ha [pr.rrexareJr_f, My;
2. rpz npexpa.rrBarre Ea Aefinocrra, 3a Kof,To e a3AaAeHo;
3. npz crr,ttpr ua Su:uvecxoro Jtr4rle - eAHonr.rr{en TbproBerl.
(3) 3anoneam uo a.n. I ce cro6qana r{ Moxe qa ce o6xalna rro pe.qa

Ha AgnrznuctpaurBHolpoqecynnHus KoAeKc. O6xansaHero He crrxpa
I43IIbJIHEHHETO.

tl.n. 340. (l) flpr.lrexarerrrr Ha pa3pemeHae 3a rtproBr.rc Ha eApo c
BJIfI no4ara 3arrBJreHr.re no o6pareu npu:

1. orrpunane Ha Hos o6exr 3a rrproBas Ha e,qpo;
3. npoueuu ra:
a) nurcannre o6crosrercraa tro qJr. 338, r.2 u 4;
6) uecrouaxoxAeHr.rero Ha ra,rru ycJroBriJrra n o6exra, a xof,:ro ce

H3BbprxBa .ueituoc, ,ra, KaKTo r.l QapuaronorfiqHr{re rpynrr BJIII, c Koriro ce
Tbpr)tsa.

(2) Krrvr 3{urBJreHr.rero ce fip[narar AaHHH r.r.rIoKyMeHTH no un. 335,
an 2 nlutu 3, cmp:anu c npoMrruara u AoKyMeHT 3a rrJrareHa raKca B pa3Mep,
ofipe.qeJreH n rapu<[ara no vl. 14, ar. 2, xoraro fiJrarrlaHero He e ]r3Br,pueEo
no eJreKTpoHeH rIbT.

(3) B cay.raure rro {r;l. l, r.2,6yxaa ,,a,, lr3rrbJru]rreJrHr.r, A]rpexTop
na EAEX xJrr'r oflpaBoMorrle,o or Hero rfiue r 14-4neeer cpoK or rroAaBaHe Ha
3€UIBJIEHI.IETO A3.{ABA AONUIHEHHC K5M PA3PEIXEHI{ETO I{ BNI{CBA NPOMEHUTE B
perlrcrtpa no .rr. 33 8.

(4) B cayuaure flo arr. I, r. I a "r.2,6yrcta,,6.., xor,,u.rcnl, orpeAe.,reHa
CbC 3ANOBEA HA I,IA3N5JIHI,ITEJTIIIfl AIPEKTOP NA EAEX, gA 6AZA OIIEHKA HA
pr'rcKa' ,r3B6prrrBa [poBepKa na o6exra u np}I ycraHoBrBaHe Ha HepeAHocrr.r
AaBa npe.qll]rcaHfifr 3a OTCTpaHrBaHero rrr.r. cportT rro iu. 6 cnupa Aa Terre Ao
r{3n6JrHeHne Ha npeAfl r.rcaHr.rqTa.

(5) B cn) ranre rro ElJr. 4, Koraro 3atrBr{TeJrrr He a3[bJrurr
npeA[r.rcaHr{rra Ha KoMr.rc[qra B cpoK Ao 180 AHX, Ce [pfinarar u3r-rcKBar{}Irra
no qr. 336, u. 5 u 6.

(6) B crryvaure rro aJr. l, r. I rE r. 2, 6yrta ,,6,. n:urarureJrutrrr
AnpeKTop sa EABX rrJrr.r o[paBoMorrleHo or Hero Jrr.rqe, B cpoK Ao 90 mru or:
IOAABAHE IIA 3A'BJIEHI,IETO I,I3,qABA AOI6JIHEHI,IE (5M P€BPEIXCHI4ETO I{ BII4CBA
npoMeaure B perr{crbpa no qn. 338.
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tl.n, 341. (l) flpzrexareJrrr Ha pa3perrreurrero 3a r6proBu, Ha eApo
r43rr5rH-sBa 3a.(bJrxeHuflTa, rrocoqeHa g .{r. I 0 I or peraarleur (EC) 201 gi6.

(2) Trprorqure Ha eApo c BJIII r.rMar upaBo .qa AocraBqr BJIII na
Apyru rbproBllu Ha eApo u aa gpe6uo c BJIfI, Ha BereplrHapHoMeAHrllrHcKr.r
3.rBeAerrr{f, no qa. 26, a;r. 1, r. 1,2s4.

(3) 3a gocmrKara rro ut.2 ce u31aBa Qrnancon AoKyMeHr, s roftro
ce rocosBar BLAbr, KoJltlqecrBoro, IIaprI'IAHHtr lroMep H cpoKbr Ha roAHocr Ha
B,rIfI, rarro u 1a.rara Ha.uocraBKa.

(4) 3a6panrna ce rbproBrrra Ha eApo c BJIfI, qr.ruro AaHHr{ B6pxy
ONAKOBKATA I{ JII,ICTOBKATA HE CA B CGOTBETCTBIiE C I,I3IIC(BAHI,I'TA IIO .IJI. 280, Arr.
4.

9.n. 342, I4snrrsuleaHtrr Ar{peKrop sa EABX, r{rrr.r orpaBoMoqeuo
or Hero Jrr,r[e, c6c 3arroBeA :a6panxna rbproBarra c o peAeneu BJIII unr.r
napr[.qa BJIfI v pa3nopexAa r.r3Teur.rruero rra [poAyKra or na3apa flpr
ycnoBr.rrra, rocoqeHu s .fi. 134 or perlauenr (EC) 201916.

rl.n. 343. (1) flpurexarerlf,r Ha prBpemeHr.re 3a rr,proBu, Ha e.qpo c
BJIII pa:pa6orBa r{ [oAAbpxa crrcreMa ra 6roxupane rr u3Ter.,u,e or na3apa Ha
BJIII, xor.rro He orroBaprr rr a :a3ucKBanlrltrTa 3a KaqecrBo.

(2) flpxrexareJrrr Ha p.Bpeuenr{e 3a rbproBri.q Ha eApo c BJIII
pa:pa6orna u rlpr4fiara nJrarJ 3a Aeftcrsue IIpE cnerrrHri cJryrrafi 3a r.r3TeHlf,rre Ha
npoAyKTa or na3apa no pa3rropexAaHe Ha u3rrbJrHr.ITeJrHu, ,u[peKTop na EAEX
ptllE Ha o[paBoMouleHo or Hero JII{qe, E flpll c6BMecrlro It3TerJIrHe Ha rrpoA]rKTa
c flprrTexaTen Ha

rtproBull c BJIII.
pa3pe[reHr.re 3a nporr3BoAcTBO r{Jrr{ Ha pa3perrreH}re 3a

(3) Ilpr.rrexarejrrr Ha pa3perrreHr,re 3a rr,proBr{, Ha eApo c BJIfI e
ANbXEH AA oNOKITPA H I{3TETJII{ BJIII Or BETCPI4IIAPHOMCAI4I{I,IHCKHTC AITEKI,I,
KItuHWKrr r.r arra6yraropru.r B cJrf{arrTe no ,r;1. 296, ,11. 297, a;1.. 2 u 3. ,rr. 29g u
qn.299.

rLr, 344, ( I ) Trproae{ Ha eApo Moxe Aa rr3BbprrrBa fiapaJrerrHa
rbproBr.r, c BIIfI rpr ycroBrura Ha qrr. 102 or pernaueur (EC) 201916.

(2) 3a uanlp,rBaHe Ha flapaJrenHa rrproBr.rf, c BJIII Jrr.ruero no an. 1

NOIABA AO I43[6IHI,ITEIH}i' .iIIPEKTOP HA EAEX, 3€UTBJIEHI,IE NO O6PASEU, B I(OETO
nocoqBa HaHMeHOBaHI,re, CeAaJlnrqe u a"qpec Ha ylpaBJreHr,te Ha TbproBella H
Ar,pxaBaTa r{.rreHKa, oT I(O,TO UIe A3B}prrrBa lrapareJrHa TbproBr,Ir.

(3) Krrr,r 3€urBJrer[ero ce fipunarar:
1 . cnr.rctx ua BJIII, rofiro cr4lpxa Aaurrr.rre no qn. 102, naparpaQ 7

or Pemauenr (EC) 20 19 I 6:
2.4exnapaqr.u flo ql. 102, naparpaQ 6,6yxnu,,a.. u,,a.. or

Perraueur (EC) 201916
3. 4oxyuexr 3a rrJrareHa raKca B pa3Mep, olpeAeneH n rapuQara no

utt. 14, a* 2, roraro nJrarqaHero He e ri3BtprrreHo no eJreKTpoHeH nl,r.
Y.n. 345. (1) B EAEX ce r.r3BtprrrBa orIeHKa Ha AaHrrrrre or

3a,BJreHl'rero no wt. 344, u. 2 u npeacraBeHara KbM Hero .uoKyMeHTaIIxr,
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KaKTO I{ CnpaBKa B 6a3ara AarrHIt Ha Erponeficrux cbro3 orHocHo H€ul[lrr4e Ha
H3ucKBaHr.rrra no qa. 102, naparpar$ 1 or perlaueut (EC) 2019/6.

(2) IIpn ycr€ruoBrBarre Ha [ponycKtr B rpeAcrirBenrire AoKyMexrr.r
unu EecborBercrBr{e, EAIX r.{3r{cKBa or 3arrBtrreff Aa [peAcraB[
.qorrbJrHr.rreJrHa unQopuaqrr.

(3) Cporr,r no al. 4 crrr4pa Aa rer{e Ao rpeAocraBcHe Ha ucKaHara
r.urQopnraqux.

(4) I4:nr.rrnr.rreJrHrrm AnpeKrop ua EAEX aJrri orpaBoMorrleuo or
HEFO JI}IqC, B CPOK AO 30 AHI,I OT AATATA HA IIOAABATIE HA 3UIBJIEHI,IETO 3A
fiapanenHa r6proBr4r, Bb3 ocHoBa Ha orleHKara no a.r. 1, [r{cMeHo o4o6pxra
nJrl'r c MoruBEpaHa 3anoBer orKa3Ba o.qo6pearae 3a napaJleJrHara r6proBr.rr, 3a
KOeTO rIr4CMeHO yBeAOMrBa 3asBI4"Ee fl.

(5) Orxagrr no an.4 uoxe .ua ce o6xarsa
A4vrrrrcrparnBHonpoqecyaruris KoAeKc. O6xa,rsaHero
I{3NbJIHEHHETO.

{,r. 346. O,uo6penrero 3a napaJreJrHa rbproB}r, e BaJrr4AHo 3a cpoK
TpI{ TOALIHII.

r{tr. 347 . ( I ) Brnrapcrara areurlrs no 6esonacHocr r{a xpaHr.rre
noAAbpxa Ha riHTepHer crpaHr4rlara cr ny6raueu Haur.roHaJreH perlrcrlp Ha
ogo6peuure 3a napirJreJrga rsproBr.r_f, BI[I, e csorBercrBr.re c qJr. 102,
naparpa$u 4 u7 or Per,rauesr (EC)201916.

(2) Eurrapcxara areurlx, no 6esonacnocr Ha xpaHr.rre BbBexAa
raHHlrre or pefr{crbpa no aa. 1 s 6a:ara AarrEn Ha Erponeficru.r cbro3 3a
npoAlxrlrre, nocorreHa s.{r. 55 or Peuanesr (EC)201916.

Parae.n VII
Tr,pronur ua gpebno c Berepurapnrl JreKapcrBeHr{ npoAyKTrr

H.n. 348. (1) Trprorrr Ha Ape6no c BJIII ce r{3B6prrrBa caMo 868
BeTep[HapHoMe.[UUHIICK]t anTeKlit.

(2 ) Bra Berepr.rHapnoMeAurlr.rHcKara arrrera ce :

l. crxpaurnar r,t npoAaBar BJIII, uncrpyMeHru, ype1il 14 noco6zx ta
BETEPI{EAPHOMEAI,IUI4HCKI' I,I XI,IBOTHOBTAHI,I IEJIIT, KAKTO I,I XPAHI,I 3A .UOMAIIIHI.I
.urc6r.rnqr r4 Ae(oparlrBur.r xr4Borrrr4, B opr,rruHarrr?r orraKoBru.r;

2. npurorarr u or[ycKar BIIII ro MaracrpaJrHa lrln Qaprraaronefiua
pe{eIIra.

{,r. 349. ( I ) Trprorua na gpe6xo c BJIII ce r{3BrprrBa or Qrrrvecxr.r
HJrx ropr.rAllqecKr.r Jlllua, perrrcrpripaHl no Trprorcxa, 3aKoH r.r nonf[.rJrl.I
pa3perxeHne or r.r3rr6nHr.rrenHr4, Ar.rpeKTop na EAEX r.rJrr,t or o[paBoMorqeHo or
HEIO JII'IE.

(2) YnpanureJrrr Ha Berep[HapHoMeA[rur.rucKara anreKa fl rurlara,
Kolrro r.r3B6prlnar npoAax6a na BJIII, .rpx6na 4a ca Berepr.ruapxr,r neKap[.

(3 ) I4srcrgauri_rra KbM Berepr.rnapHoMeAurlxr{cKr.rre arrreru ce
onpeAeJurr c aapeg6a Ha Mr.runcrbpa Ha 3eMeAeJrrrero.

no pe.{a Ha

He crrapa

JJ



(4) tlpu rtproBlu ua 4pe6ro c BJIII, Kor,tro cbAr,pxar HapKorl.rr{Hr
BerqecrBa, ce flpr{Jrarar n3r.rcKBaHurra Ha 3axona 3a Kox.r]pon B6pxy
HapKoTur{Hr.rTe BerrlecTBa r.r fipeKypcopr.rTe.

9.n. 350. ( l) 3aguxr.rrerrno ce u3HcKBa Berepr.rHapHa peqerrra npr
npo4ax6a ra BJIII, flocoqenri s qr. 34, naparpar| 1 or peuauenr (EC) 201916.

(2) Berepr.mapHara peqefiTa orroBap, Ha r{3r,rcKBarrrsra, flocoqeHlr
s q,'r. 105 or PernaueHr (EC) 201916.

(3) Berepanapuara peqerrra to a* 2 ce r.l3AaBa caMo or perylcrpr.rpax
Berepr,ruapeH JreKap, trpl,r ycJroBr{rra, nocoqeH[ s cr. 105, naparpaQ 3 or
Per.nauexr (EC) 20 1 9 I 6.

(4) Peqenmra ce H3AaBa B rpr{ erseMrr nflpa - e1,r;nttlT 3a [oKynKa Ha
BJIfI s a[TeKara, BTopHrr - ga co6creeul{Ka Ha xr.rBorHlrre, 3a qr4ero reqeHr,re
u.na npoou:raKTrrKa e [pe.qEa3HaqeHa H Tperr{, 3a per crpnpaHru BerepHHapeH
ne(ap, r.r3.qajr peqenTara.

(5) YupaarreJrrr Ha aflreKara, co6c.rrenuqure Ha xr.lBorH[Te r.r

perrrcrprrpaHr,rc BereprrHaperl JreKap, cBxpaHrBar peqelrrire IIo aII. 1 :a cpox 5
TOAI,IHLI OT AaTaTa Ha x3[bJIHeHLIeTO rrM.

(6) [aurr 3a flpeA[ncarrre c Berepr.rHapHa peuenra BJIII ce BlrrrcBar
r au6ynaropruif, AHeBHT{K no q.n. 39, an.2,r.5.

{.n. 351. (l ) 3a zagaBaHe Ha pa3per[eHrie 3a r]proBr.r, ua 4pe6no c
BJITI, luuara no vr. 349, a:r.l no4aaar Ao r{3nbJrHr.rrerrrx, Ar{peKTop na EAEX
3€urBJreHrre uo o6paseq.

(2) B saxaleHuero rro al.l ce rocoqBar:
I . Har.rMeHosanue, ceAaJrlrrle H a,qpec Ha ynpaBJreHI,Ie Ha 3arBurenx;
2. eguueu r,r4euruSuraquoxet (oA no EyJICTAT;
3. uectonaxoxAeHr.re Ha o6exra 3a rbproBu, Ha rpe6Ho;
4. UOTT EP I-I AATA HA II3iqABAHE HA AKTA 3A BBBEXAAHE B EKCIIJIOATAIIXS

sa o6exra 3a rrproBm xa 4pe6no c BJIII, r.r3AaAeH no peAa sa 3arosa :a
ycrpofi crno Ha reprrropr,rrra;

5. $apnaarco.norr{rlxr4Te rpyn}l, c Korilro r{e ce rlpryBa;
6. uue Ha nr.rr{ara no q,q. 349, al. 2, xarro u HoMep r{ Aara Ha

I{3AABAHC HA ,IEIJIOMATA UM.

(3 ) Kru 3zrrBJreHr.rero ce flpfirara AoKyMeHT 3a nJrarexa raKca B
pa3Mep, o[peAeJreu r rapaQa'ra tro qrr. 14, a:t.2, Koraro nJrauauero He e
r,I3B6prUeHo IIo eJreKTpoHeH IIbT.

(4) 3asrrenae:ro ce [oAaBa Jrr{qno, irpe3 nbJrHoMorrlHr,rK, no
eJreKTpoHeH nbr npr.r ycJroBr.rrra I.r rro peAa sa ql. 5 u 22 or 3arosa :a
eJreKTporrHoTo yrrpaBneHr4e HJrr{ qpe3 JrLIueH3r.rpaH nouIeEcK}I oflepaTop.rlr. 352. ( I ) I,IgnrrHrreffrrsr Ar.rpeKrop Ea EAEX tiltpl
olpaBoMorrleHrrrr or Hero AtpeKTop Ha cborBeruara o6;racrtla .qflpeKrlr4q no
6esonacHocr Ha xpaHrrre olpeAeJ, KoMrrcur. Korro r.r3Br,p[Ba rrpoBepra Ha
lpe,qcraBeHr4Te A€rHHa B 3EUrBJreHr4ero no .{r. 351, a,r. 1 u sa o6exra 3a r6proBu,
Ha Ape6so c BJIII, 3a cborBercrBnero r.rM c rropMaruBur{Te r,r3r4cKBaHx_rr.
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(2) IIpr ycraHoBrBare Ha [ponycKr.r B AaHHr{Te r.r.nr.r HecborBercrBrle
Ha ycroBurra s o6exra c lr3r.rcKBaurirta na nape46ara rro .tl. 349, at. 3,
KOMXC}i'Ta yBeAOM{Ba nr,rcMeHo 3arBLrTeJIf, I{ My AaBa llpe.un[caHr,r, 3a
orcrpanrBaHero r.rM. B rosfi cnyvaf cpoKbr 3a rr3AaBaHe Ha pa3peueHr.rero
crlfi}Ipa .rla reqe Ao orcrpaHflBaHe Ha rrpoflycKr.rre u/*tru HecboTBercrBr{rra, Ho 3a
He rroBer{e or 90 anu.

(3) Kouucrxra r.r3rorB, craHoBritue Ao r,r3[6Jrur.rreJrur4x Ar.rpeKrop rra
EAEX nnu .uo o[paBoMorueuo or Hero Jrr4rle c npeAnoxeHr.re 3a u3AaBaHe Ha
pzuperxeHue 3a rbproBr.r, Ha Ape6uo c BJIII ll.nr orKa3 3a rl3AaBauero My.

(4) Koraro 3urBr.rreJrrr He orc.rpaur.r flpoflycKure Ao r{3Tr.rqaue Ha
cpoKa no ar.2, usubrHr,rreJrHlrrr Ar.rpeKrop na EAIX Hnn ofipaBoMorqeHoro or
Hero llaue, cbc 3arroBeA [peKpaTrBa rlpoueAypaTa no a3AaBarre Ha pa3perrreHue
ll IIIICMeI{O yBe.qOMrBa 3aJIBLITeJIT.

(5) 3anoeeara no al.4 ce cro6ulara lr Moxe la ce o6xalra tro pe,qa
Ha Aarr.ruHr.rcrpatr,rBxonpouecyaJlHrd, KoAeKc. O6xaneaHero He cnrpa
LI3II6JIHeHHeTO.

(6) B eAHoMeceqer cpoK or [o.qaBaHe Ha 3alrBJreHrlero
I,I3N}JIHI.ITCJIHI{'T AI,IPEKTOP UA EAEX I{JIH OTIPABOMOIqEHOTO OT HEIO JIHIIE, Bb3
ocHoBa Ha craHoBr.flqero Ha KoMracnrra no u]Jr. 3. uz[asa pa3perueHr.re 3a
TbproB,r, na 4pe6no c BJIII r4Jrr.t c MorrrBr.rpaHa 3anoBeA orKa3Ba a3.uaBaHero
My.

(7) Pa:peureHr.rero 3a rbproBr{, Ha lpe6no c BJIII no al. 6 e
6escpovuo.

(8) Orrcasrr no al. 6 ce qso6qasa ra Moxe Aa ce o6xaasa flo pe.qa Ha
A4uuurcrparaBuo[poqecyarur.rs KoAeKc. O6xareauero He cnupa
I{3IISJIHEHI,lCTO.

tIrl. 353. (1) Paspeureru4ero 3a r6proBr.r, Ha gpe6no c BJIfI clAbpxa
Aarrunre no al. 2. r:. I -5.

(2) Brnrapcxara areHu[, no 6esonaurocr Ha xpaurire rroA,[bpxa Ha
UHTCPHET CTPAHI,IIIATA CU NY6TTUVCU HAIII4OIiAJIEII PCr[ICTbP HA H3AAIEHI{TC
pa3peurexxc 3a r6proBu, Ha lpe6uo c BJIII, xofiro crltpxa:

I . uolrep u Aara Ha r.r3.(aBaae Ha pa3peuenuero;
2. Hat,rrraenoaaHxe, ceAaJIIrLue u

[oJryqr4ro pa3perrreHrie ;

44pec Ha ynpaBJreHne Ha rrfirleTo,

aApec/MecroHaxox.qerrr4 e Ha aflTe(ara;
uMe Ha yrrpaBlrTeJu Ha arrTer(aTa;

Qapnraxoaorrr{Hr.{Te rpyrrrl, c Kor.rro ce rrpryBa;
HOMep r.r AaTa Ha [3AaBaHe Ha 3arroBeATa 3a oTIreMaHe r.rJrfi

npeKparsBaHe Ha pa3perrreHr{eTo;

7. aa6elexxu rro Brrr{carllre o6croqrercrsa.
{.rr. 354. ( I ) Pa:perueurrero 3a rtproBu Ha Ape6so c BJIII ce orHeMa

cbc 3a[oBeA Ha [3rrbJrHr4TeJrHr{, AI{peKTop xa BAIX 14 Ha olpaBoMorlleHo or
Hero nuqe, rrpu crrcreMH wrfiu, rpy6u Hapyuenr.r, Ha ]r3r.rcrBaur{flra,
orpeAerreHrd a nape46ara no qn. 349, a:r. 3 r Per.narraenr (EC) 201916.
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(2) Parpeurenuero 3a rtproBur na 4pe6no c BJIII ce rpexparrBa:
. no rI,IcMeHo r{cKa.He Ha npuTexaTenr My;
. npr,r npeKparreane ua 4eftnocrra, 3a Ko.rrro e u3.(aAeuo;
. nplr cMbpr Na $uruvecroro Jrr.rle - eAuoJruqeH TbproBeq.

I

2
)
(3) 3anoseara ro arr

A,4ultrrc, paraBHonpoqecyarruu,
Ilt3TIbJIHEHI,IETO.

aa ce o6xarsa
O6xa-[gaHero

no peAa Ha

Ee cIII,Ipa

tl.n. 355. (1) flpnrexarerrrr Ha pa3perxeHae 3a rlproBurr Ha rpe6uo c
BJIII uoAara Ao rr3[bJrHrreJrgr4, rr.rpeKTop ua EAEX 3asBJrenue no o6paseq
npr:

l. orrpraaxe xa nos o6exr 3a rbproBr{{ ra 4pe6Ho;
2. npouexr ua:
a) anncanrre o6croqrejrcrsa rro qJr. 353, aa. 2, r. 2 u 4;
6) uecrouaxoxAe,r.rero rrr ycJroBr.rrra s o6exra, n xofiro ce [3B'prrrBa

gefiuocr, a, KaKTo r{ $apnraxonorlrirHr.rre rpyrrr,t BIIII, c KoHTo ce rbpryBa.
(2) B samneHriero no an. I ce [ocoqBar AaHHr.r lr ce npr.rJrarar

AOKyMeHTr.r, cBbp3aHr.l c [poMrHaTa, KaKTO I,t AOKyMeHT 3a nJraTeHa TaKca B
pa3Mep, olpeAeJreu a rapaQara no vn. 14, ar. 2, xoraro rrJrarrlagero He e
r,r3Bbprrrelro no eJreK.rpoHelr naT.

(3) npt [poMeur4 BbB Brrr{caur.rre o6crogrercrBa lro Eur. 1, r.2,6ywa
-,a" tznutxnteJrrrrrr AlrpeKrop na BA5X unu olpaBoMouenoro or Hero irr{rle,
n I 4-4ueneu cpoK or noAaBaHe Ha 3a,rBJre,lrero, r.r3AaBa aorrBJrHeHr.re K6M
pa3perrreHxero 3a rSproBLH na 4pe6ao r.r BrrncBa npoMeHr.rre B perl{cr},pa IIo qn.
353. a;r. 2.

(a) npl,t npoMrua ua o6croarercrBara ro an. 1, r. I u r. Z,6yrcna ,,6..,
KoMI'lcH.f,, oflpe.qeJleHa c6c 3a[oBeA Ha [3rr6JrHr.rrenHrl{ Ar.rpeKTop ra BABX rn.nn
oflpaBoMolrleHl{rr or llero AIipeKTop Ha ctorBerHara OAEX, ir3B6prrrBa
TIPOBEPKA HA M'CTO 11 NPU YCTAHOB'BAHC HA IIEPEAHOCTI.I AABA IIPCAN \CAHIIA 3A
orc'r"paHrBaHero rrM. Cpoffi no a:r. 5 cflr4pa Aa reqe ,{o r.r3r6JrHeHr.re Ha
npeAIIr]caHr.rrTa.

(5) B clyuarare ro r. l, r. 1 w r.2,6yxya.,,6,, n npu rpoMrrra Ha
o6cro.f,rercrnara rro r{n. 353, a.n. 2,, t. 3, rr3[6]rHr{reJrr rrr AnpeKTop na BAIX
I4IIH OflPABOMOIIIEHOTO OT HErO NI{UE B EAHOMECCqEH CPOK OT TIOAABAHE HA
3ZrrBneHr{ero, H3AaBa AOnbJIHeHrie K6M pa3pelrreHr.rero 3a rbproBrrr.fi Ha Ape6no ra
Bnr.rcBa rrpoMeHrrre B perlrcrbpa rlo qn. 353. ar. 2.

(6) B c,ryraure rro aJr. 3 u 4, Koraro 3€uiBureJurr He n3rr6rrHr,r
NPEAII}TCAH],I'TA HA KOMHCII'TA B CPOK AO 90 AHI,I, CE rPI{JIATAT I,I3IICKBAHI,I'TA NO
q.r. 352, at 4 u 5.

Y.u. 356. flpurexare:rxr Ha pa3perfienr.re 3a rbproBllr xa gpe6ro no4n
noApo6ua AoqrMeuTarlfir, Korro ctAtpxa AarrHrrre no .ur. 103, naparpa{ 3 or
Perrauenr (EC) 201916 3a BcrKa npoAax6a ua BJIII, 3a Kor,rro ce-a3lrcrBa
Berepr.rHapHa peqelra.

1 voxe
KOAeKC.

l6



91, 357, 3a6panrna ce r:bproBurra na 4pe6no c B,rlI, qrltro AaHHr.r
BSpXy OnaKOBKaTa I,I JII,ICTOBKaTa He Ca B CbOTBeTCTBLIe C II3I{CKBaHXTTa UO r{I.
280, a* 4.

lln. 358. (l) Trprorrar c BJIII or pa3crorHue ce H3BbprrrBa qpe3
CpeACTBa 3a KOM)rHI{KaUIirt OT pa3CTorHr,re [pI4 Cna3BaI{e Ha U3LrcKBaI{ttrTa Ha
,{upexrraaa 2A0U3 | /EO ua Eapoueficr[, raprraMeHr r.r Ha Crsera or 8 rcsu
2000 r. 3a H.f,KoH npaBurl acrrexTr.r Ea ycnyrr.rre ra uuQopuaqrioHxoro
o6rqecmo, E rro-cflequiurno rra eJrexTpoHuara r6proBr.r, Ha Bbrpe ElL tra3ap
(OB, L 178/l or 17.7.200A r.), 3axona 3a 3arqrlra aa norpe6rrclrre, 3axosa ra
eJreKTpoHHaTa TtproBr.r, I4 Ha [oA3aKOHOBr.rTe HOpMaTTTBHI ar(ToBe, r{3AaAeH[
IIo Epr{JraraHeTo IlM.

(2) Trproam or pa3cro{r{fie c BIIfI ce r.r3Bbp rBa caMo Ha rrpoAyKrx,
3a KOr.rTO He Ce lr3r,rcKBa BeTeplIHapHa peuenTa.

(3) OrpanuveHnero rro ut. 2 tre ce orHacfl 3a rrpeAHa3uaqeHr.rre 3a
AoMarrrHl'i arc6rnrraqu fiporrrBonapa3uflru BJIfI 3a BbrperlrHo r{lru BbHruHo
fipr.rJroxeHrze, 3a Nor.rro ce r{3rrcKBa Berepr.rHapHa peqefiTa, xaro npogax6ara na
TaKIrBa BJIfI ce r,r3B6prrrBa trpu cna3B.rHe Ha ri3r.rcKBaurrqra Ha.{a. 3 50.

(4) Yc.nonuxra u r{3r.rcKBaHr.rrra 3a rrproBuq c BJII or pa3croruue ce
onpeAeJurr n uapeg6ara no qr. 349, an. 3.

Y.n.359, (l) Trpronr.rr c BJII1 or pa3crorurre Moxe Aa ce r{3B6prrrBa
rpn ycrroBr.rrra Ha qr. 104 or Peuarrenr (EC) 2019/6 or nrua:

1. rolrro flprrrexaBar pa3perrreHr.re 3a rsproBuq Ha Ape6so no .{Ji. 352,
ail.6;

2. snuca]g.V B cnr,rcbKa r uuQoprrlauuoHHrry MoAyn no ql. 363.
(2) 3a aswrprrrBaHe Ha 4efiNocrra flo arr. I .nuqero rpx6na 4a

pa3rroJrara c'sc co6crseHa rruTepHer crpaur,Iua, Ha Kof,To 4a e ny6lnxyaara
rn0opMauurra ro rrrr. 104, naparpaQ 5 or Peuauesr (EC) 201916 u ctruracHo
uape46ara no qn. 349, a.n. 3.

{,n. 360, (l) 3a rsntprrrBaHe sa rbproBrlx c BJIII or pa3crorHr,re
Jrriuara no qn. 359 noAaBar 3airBJreHue Ao r.r3rrtJrHrirefln[r Ar{peKTop na EAEX.

(2) 3arsrexuero no aJr. 1 ctglpxa cJreAHara un([oplaaqax:
l. uauuesoaasue, celrrnurqe 14 alpec Ha yrrpaBJreHr.re Ha Jrr.rrlero;
2. egtueu u4enrr,rQararlproHeH KoA uo 3axoHa 3a rtptoBcKu,

perrrcTbp r.r perr4cTbpa Ha ropaAr{qecKr,rTe raqa c HecTo[arrcKa rlen;
3. rele$ouea HoMep, nouleHcKr aApec, eJreKTpoHHa floura rra Jrr.rqero;
4. nouep v Aa"ta Ha r43AaBaHe Ha pa3peureur.{ero 3a rbproBru Ha

APe6Ho;
5. uapec sa o6exra 3a rbproBr.r, Ea Ape6Ho;
6. ruera Ha yrrpaBr.rrenc Ha o6erra 3a rbproBlm ua 4pe6uo;
7. nar,rlaeHosanlrero Ha I,IHTepHer crpaHr,ruara;
8. Aaniru 3a nluero, Koero e cb3rano [ruTepHer crpaHuuara ulunu t

IIolAbpxa.
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(3) Klrra 3arrBJteHr.rero ce flpr.rJrara AoKyMeET 3a rrJrareHa ra(ca B
pa3Mep, oflpeaeneH n rapu0ata no un. 14, aa. 2, roraro nJraruaHero He e
r,r3BbpixeHo rro eJreKTpoHeH 116T.

(4) 3axnneuuero ce [oAaBa rt,tqHo, qpe3 flbJrrroMoulrnK, rro
eJrercpoueH tr]T np]r ycJroBrura r no peAa na . r. 5 u 22 or 3axona :a
eJIeI(TpoHHOTo ynpaBJIeHIre r.rrrrr rrpe3 Jrr{qerr3npaH nOtrIeHCKx orrepaTop.

{1. 361. ( 1) Ernrapcrara areurlr.r, uo 6esonacroc, ,u ,pa*rr"
r43BbpruBa rrpoBepKa rra AaHHr{Te B 3€U{BJreHr.Iero no.uI. 360, an. I r.r ga-nuquero
Ha AaHHr,ITe no.{r. 359, al. 2 a uu:repHer crpanurlara Ha 3iurBr.rretrr.

(2) IIpr ycraHoBrBaHe Ha [pofiyc*r.r urunt sen's,,uorr4 B 3iulBJre'[ero
I,I IAHHIITE HA I,IHTEPI{CT CTPAHI,IIIATA. EA6X YSEAON{'BA III'CMEIIO 3A'BUTEJI' I,t
My o[peAeJUr cpoK 3a oTcTpaHf,BaHeTO r.rM.

(3) B cayvaure no aJr. 2 cpoxm uo .rr. 362, cflEpa Aa rer{e Ao
orcrpaHrBaHe Ha npolycKHTe ulutu He[6JrHOTETe, HO 3a He floBeqe o.r 60 auu.

(4) Koraro 3$rBr{re.rr.f,r He orcrpaHr{ flporryc*r-rre a/als uenr:ruorare
.{o r.r3Tr{qaHe Ha cpoKa no a.,r. 3, r.r3[bJrHr4TeJrHrrrr .qr.rpeKTop sa EAEX r.rnz
olpaBoMorrleHoTo oT HeFo rr,rqe c5c 3anoBea npeKpaTrBa flpoueAypaTa IIo
perlrcTpaqfi, E [r{cMeHo yBeAoMrBa 3au{Br.rTenr.

(5) 3anoee4ra no al.4 ce cro6qara r4 Moxe 4a ce o6xa,rra no PeaaHa A4uunucrpau{Bronpoqecya.[Hru KoAeKc. O6xa,rsarero He
I{3IIbJ'IHC}II,IETO,

cnupa

1,. 362. H:ur,lsure.nurrrr Ar.rpeKTop na EAEX Enr{ onpaBoMorqeHo
or Hero Jrrirle B cpoK Ao 14 4Hr,r or noraBaHe Ha 3arBJreHr.rero I1o qJr. 360, an. l,
Brlr'rcBa Jrallero B cflficaKa a rnQopr,,rauuoHHr.r, MoAyn no qn. 363 E nHCMeHO rO
yBeAoMf,Ba 3a B[]rcBaHeTo.

.I.u. 363. Eurapcrara areHrlr,, no 6esoflac,ocr Ha xpa'r,re cb3AaBa
E flo.q,qbpxa Ha r.rHrepHer crp rErlara cu r.rntf opntaqtroHeE MoAyJr 3a rbproBrfi
c BJIII or pa3crorHrie, rcofir:o cr,Abpxa AaHHure no qa. 104, naparpa$ g or
Per,qarrrenr (EC) 20 I 9 I 6.

9.n. 364. (1) Perr,rcr:paq,^frTa 3a r'proBu_s c BJIII or pa3cro*rr,e ce
npeKpaTrBa:

I . crc ranore.u Ea r{3nbJrHr.rreJrn}r, rupe(rop sa EABX unv Ha
olpaBoMorrleHo or Hero nuqe, trpa cr.rcreMHr.r ralr.r rpy6r.r Hapyurerr{f, Ha
n3ficKBaHr.rrra, oflpe,ueJreHr.r n uape46ara no vr. 349, ut. 3 uttut Eec[a3BaHe Ha
r.r3r.rcKBaur.rf, ra ua Pernanaeu.r (EC ) 20 I 9 I 6 :

2. no nucrr.reno IrcKaHe Ha Jrr.Iuero;
3. npu rrpeKparf,Baue Ha 4efirocrra, 3a Kosro ,r[uero e

perr4crpnpaHo;
4. npr curpr na Qn uvecxoro JIr,[Ie - eAHoJrr.rrIeH TBproBeu;
5. npr orrelraHe rrJrrr [peKparrBaHe Ha pa3perrreH,ero 3a .r-bproBr*

Ha Ape6no c BJIII.
(2) 3auoue4ra no arr. I troxe 4a ce o6xalBa no peAa Ha

Agrraauuc, parr.rBHorrpoqecy€rrrrl, KoreKc. O6xaasanero He crrr,tpa
I-I3 NIJIH ETI I4 CTO .
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Parae.l YIII
Kourpo;r Ha BerepnHapnfl nerapcrBeuu npoAyrcrn

9.n. 365. (I) Ernrapcrara areHult, no 6e:onacuocr Ha xpaH[re e
KOMIIETEHTEH OPTAH 3A XOflTPOJI UA BJIfI UPU CIA3BAHE HA YCJIOBI,I'TA,
rocoqeulr s l-nasa VIII na Perlauenr (EC) 201916.

(2) Ernrapcxara axeHqlrfl no 6egotacsocr Ha xpttur{Te ocbtqecrBrBa
KorrrpoJr rrpxy gefixocrra Ha nr.ruara rro qr. 123, naparpaQ I o.r peuauexr
(EC) 20rel6.

(3) Eurrapcxara areHrlr.rfl no OesonacNocr Ha xp€urrrre ocbrlecrBrBa
KoHTpOJr, cB6p3aH c npeAorBparqBaHe pa3flpocrpaHeHr{ero ua $a.xurra(puqupauu
BJIfI z aKraBHH BerqecrBa, clruracHo aKToBere no vl. 95, naparpaQ & a qn. 99,
naparpaS 6 or Peuatrenr (EC) 2019/6.

tl.n. 366. Kon.rpoarr ro r{Jr. 365 ce r.r3BbprrrBa or cJr)DKrrreJrr,t Ha
EAEX vpe: nepr4oAr,tr'H r.r Blre3a[EH tr,crrexrlrrfi B c'orBercrBr,re c qr. 123-
naparpaQu 2-4 or Pernalreur (EC) 201916.

rI1. 367. ( 1 ) Ilpr-r r.r3Br,prnBaHe Ha KoHTponH ara c Aefinocr
cJryxrrreJrr.rre or EAEX r.rMar [paBoMorqfirra no !rJr. i23, naparpa$ 6 or
Perrauesr (EC) 201916, KaKro r, .ua:

1. nposepxaar tro BcrKo BpeMe Jrrlrlara no wr.365, ast.2;
2. npegnucr,ar KopeKTltBHlr Aeftcraus BBB Bp63Ka c KoHcrarr.rpaHr.l

HapyrxeHr.{r;

CsMHEHI,{E

3. nocrassr no.{
3A OTKJIOHCHI{C B

ms6paua BJIII
KAqECTBCHI{TE

I{ AKTI,IBHI,ITE BEIIIECTBA IIPX
loKa3aTeJIIC AO [OIy.iaBaHe Ha

pe3ynrarr4 or cborBerHr,rre na6oparopHE r.r3[HTBaHr4r, KaKro r rlpr EapyureHr.rq
Ha rr3r{cKBaH}rsta sa Perlalrear (EC) 201916:

4. pasnopexgar 6paxyrane [r yHrrrqoxaBaae Ha B,TIII u a.r(rr.rBHu
Ber[ecrBa B cJrfrar.rre no ql. 301, an. l;

5. gaaar 3aruroqerrr4e 3a ctorBercrBr4ero Ha o6errrre Ha Jruuara no r.
1 c nopuarunru{Te u3I.IcKBaHI{rr;

6. rErerprunar l,rrrcfieKrlur.r 3a crr€BBaHe Ha I43r.rcKBaHHrra :a !o6pa
rrpoa3BoAcrBeua rrpaKrxr(a npu npor.t3BoAcrBoro sa BJIfI B Apyrr.r crpaHlr:

a) xora'ro qacr or [pon3BoAcrBoro rro r{r. 313, aa. I ce ulolpuraa na
TeplrTopr.IrTa Ha TpeTa cTpaHa, ocBeH aKO TA UMA CKrrOqeHo cnopa3yMeHHe c
Enponeficxr.rr cbro3, Koero rapa,Tlrpa, qe B T€L3r{ crpa,a ce flpr{Jrarar
r.r3r.rcKBaHr.t, :a .([III, Hafi-ua,rxo eKBr{B,ureHTHr.r Ha re3E s Enponeficru, cbro3
HJra Koraro 3a o6eroa e x3,qa.ueH cepruSrxa.r :a .{,[III or AbpxaBa qJreHKa,

AcpxaBa - crpana no Cuoparyuerrrero sa ErponeficKoro rrxouoMuqecro
rpocrpaHcrBo rm,r Kon0eaepaufi, lllBefirlapxr;

6) a c:ryuarre uo qn. 325.
(2) IIpu octrrlecrBrBaue Ha rucrreKrlr{r{re nrirlara no ql. 365, u.2 ca

AJraxHu Aa ora3Bar ct,ueficT erle I,I Aa npeAocraBqr Aocrtn go o6exrrare u 4o
.qoK),lvreHTaur4f,Ta, cBBp3aHr.I c geftnocrra r4M, Ha cJrrr(fiTeJrrrTe ot EAEX.
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(3 ) Cnyrr<trerure or OAEX, oflpeAeJreHr{ 3a octrlecrBrBaHe Ha
KoHTpon sa BJIII rir aKTHBHTI BerlecrBa:

1. npoaepxnar o6exrnre 3a rtproBtar, ctxpaHenr{e fl flpr{JraraHe Ha
BJIfI, xarcro r{ 3a pa3npocrparreHr{e Ha aKTr,rBHr.t BeluecrBa;

2. gazar 3aKJIroqeHI,Ie 3a ctorBercrBliero Ha o6ex,nrre 3a rGproBr,L c
BIIfI a 3a pa3npocrpaneHr4e Ha at<TuBurl BerqecrBa c HopMarHBHr{Te
II3IICKBAHI,I';

3. n:elrar upo6r.r sa na6oparopex aHturu3 or BJIfI a aKTuBHrr
BerrlecrBa r,r r,r3BbpruBar 4eicrrnxra no a.,r. I , r.2-4.

(4) 3a pesynraure or rrncnexurirrre no.!r. 366 ce r{3rorB, no4po6en
nporol(oJr, eK3eMrrnrp or rofi:ro ce npeAocraB, Ha npoBepeur.rre Jr[qa.

(5) npu r{Hcrrexrlxrrre no ql. 366 crylrr{rerrfire na EAEX Morar Aa
orBaprr o[aKoBKr.r c BJIfI r.rJrr4 aKTT.IBI{I BerrlecrBa, .qa npaBrr KonI{, Ha
.{oKyr\{eHTr.r u 3acHeMaHe a o6exrme Ha KoHTpoJr.

(6) Cnyxure,rure rlo uln. I cnagaar r.r3r4cKBaHr.rxra, [ocorreHu a qr.22,
a,r. 1 or 3axosa 3a ynpaBJreur.re Ha arpoxpafiareJrHara Bepr4ra (3yAXB).

{.r. 368. (l) llpr ycraxoBrBane Ha HapyureHr.rr, B 3aBr.rcuMocr or
Bun.a u rexecrra r{M, H3flrJrlrr.tre]rHttrr Ar.rperoop sa BAEX riJrl{ orrpaBoMoueHo
or Hero nuue, cac 3a[oBe.u cnupa BpeMeENo 4efiHocr.ra Ha llacr r.rJru Ha ueJILu
o6eKT Ao orcrpanrBaue Ha EapyrxeHr4.rlTa.

(2) 3anoae4ra no al. I ce cto6ruaaa u Moxe ga ce o6xa.,rra no peaa
Ha A,ulrzuucrparlrBHonpoqecyirJrHl,rfl KoAeKc. O6xannasero He cnlrpa
I,I3II}IIIEHIiETO.

{,r. 369. llpo6rare sa .na6oparopnu r.r3nr.rrBaHaq ua BJ[[ r{ aKrr.rBHu
BelrlecrBa ce B3eMar B npl{cbcrBl,Iero Ha co6c.rsenura uM I.IJIL HefoB
npeAcTaBr.ITe.[, 3a KOeTO Ce C6CTaB' npoToKoJr.

I{,r.370. (1) 3a la6oparopHr.r r{3rrr.rrBaHri, ce B3eMar :rpu npo6z or
B,TIII r.r,tr.r aKTnBHo BeqecrBo, BcrKa or Kor{To e Aocrarbqua 3a u3Br,prrrBaHe Ha
Tpr.r r{3nr{TBal{rlr, Karo rrpr4 B3eMaHero r,IM npo6nre ce u.norra6upar rlr
3anelrarBar. flpo6rare or BIIfI ca B3eMar B 3ara3errx rleJru oflaxoBxa.

(2) Eaua or npo6ure ce r{3n}rrBa a na6oparopvs, Ha EAEX,
orroBaprqa Ha r{3acKBaEr.{rra, nocorreHr4 B r{I. 37 or 3VAXB, a ocraHaJrrre
aBe ce c'bxpaHrBar clorBerxo ot co6cmenuxa rrM lr a EAEX ro r.r3Tr.rqaHe
cpoKa r{M Ha roAHocT x cnyxaT KaTo AoKa3aTercTBo fipu Br,3Hr4KBaHe Ha CIIOp.

Y.n. 371. ( 1 ) llpn ocnopBaHe Ha pe3ynrarrrre or u3nr.rrBaxero,
r.r3BT,pureHo s BAEX, 3aflHrepecoBauara crpaHa r{Ma flpaBo n 7-4aeneu cpoK or
non)AraBarre Ha pe3ynTaTa, Aa noucKa [oBToprro fl3nrrTBaHe Ha [poAyKTa.

(2) llorropxoro n3rrnrBaHe ce r.r3BapruBa e peSepeurua na6oparopna,
onpeAeJreHa or r.r3[EJrH]rreJrHr.r, Ar.rpeKTop aa BABX cJre,q KoHcynraurrr c6c
3auuTepecoBaHara crpara. Peryl, arure or r{3nlrrBaHero ca oKouqareJrHrn.

(3) Pasxo4r,rre 3a r.r3rrr.rrBauero rro aJr. 2 ca sa cMerKa Ha
3al{HTepecoBaHaTa cTpaHa, (orTo ro e floucKajra.
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{n. 372. Jla6oparopnu r.r3[r.rrBan[, na BJIfI nJrr{ aKrr{Bnr,r BeulecrBa
ce r{3B6prxBar rro MeroAr.ITe. flocorreHr4 a Erponeficxara sapuaxouex ulnln no
Apyrlr MeroAr,r 3a orIeHKa, BxrloqeEr.r B Aocrrero fio .rn.279, at.3, t. 2.

Y.q. 373. llgucrsaHr.rf,ra Ha ro3r.r pasAe,.r He ce npr.rJrarar 3a
npo[yKrr4re, nocoqes]r n ra.2, naparpaQ 7 or pemanexr (EC) 2019/6."

$ 14. {oceraruHara rJraBa e.qr.rHaAecera ..BereprauapnoMelr4rluHcKr.r

npo4yxrrl" c pailAeJrr{ or I Ao VIII 14.raeHoae or2j6 ao 394 ce orMeHq.

$ 15. B .rr. 410s a6penuarypara,,BM[I', ce 3aMeH, c,,BJtrI'.

$ 16. Cr:garar ce q,{. 449t.- 449u
,,l{1. 4499. flpurexa'rel Ha pa3perueHrre 3a rtproBr.rs c BJIfI, xofiro

He npeAocraBr un$oplaaqu_sra BrB Bp63Ka c wr. 62, naparpa![ 2, 6yxaa ,,6', or:
Pernaruenr (EC) Ne 201916, ce HaKa3Ba c r.rM),urecrBeHa carrKrlr.rf, or 500 ao
1000 ns., a rpu rroBropHo Hapyneune - or I 500 ao 2500 rs.

I{n. 449e.Ilpurexarel Ha pa3peureHr.re 3a r6proB[, c BJIII, xofi.ro ne
cra3r,r ycJroBr.trra, rrocorreHr{ s 'rr. 23 n 25 or pemauesr (EC) .l\! 201916, ce
HaK€BBa c [rMyrqecrBeHa caHKur{s or 1000 Ao 2000 JrB., a IIpx noBTopHo
Hapyrxerxe - or 3000 ao 5000 ns.

fl,r, 449x. llparexare.n Ha pa3perxerr,re 3a rbproBr{, c BJIII, rofiro
He cIIa3H yCnOB}rrTa, BKJrroqeHLI B pa3pe[reHrreTo 3a TGproBI{r, KaKTO e
riocoqeHo e qr. 36, uaparpao 1 o:r Perrarueur (EC) rs 2019/6, ce HaKa3Ba c
I,IMYIIIECTBEHA CAHKUKI' Or I OOO AO 2OOO JIB., A [P}I TIOBTOPHO HAPYIUEHHE - OT
3000 ao 5000 ns.

Yl.. 4492. llpurexarea Ha pa3perleHr.re 3a rbproBra, c BJIfl, xofiro
nycHe Ha na:apa BJIrI, rofiro se e B cborBercrBHe cac cbArpxaHHero rra
KparKara xapaKTepl'rcrlrKa Ha [poAyKTa, errrKera r.r Jrr.rcroBKara, o4o6penu e
cborBercrBue c vn. 288, ar. I ce HaKa3Ba C r.rMyrrlecrBeHa caHKur4s or 1000 ao
2000 ,rs., a npr noBropHo HapyureHr.re - or 3000 ao 5000 ,rs.

Vtr. 449n. flpurexare,r Ha pa3perrre,rre 3a 
'r,proBr,r, 

c BJIII, roftro
He r13[bJrHr4 3a.[bJDKeHr.rrra ce csrjracHo .u. 76, naparpaQ 2 0r pernaueHr (EC)
llb 2019/6, ce HaKa3Ba c r.rMyrrlecrBeHa caHKrIr', or 1000 lo 2000 rrB., a npr
roBropHo Hapyrreulre - or 3000 ao 5000 m.

Y,r, 449r. flpurexarel Ea pa3perueurre 3a rtproBm c BJIfI, rofim
EE IIPCACTABI.I IIPII IIOXCKBAHE OT CTPAIIA rIA EAEX KOIIIC OT OCHOBHATA

AOK)',r!{eHTarIUfl Ha CECTeMara :a saplraroJroturrHa 6.qrrelnocr, cbrJracHo qJr.

79, naparpa$ 6 o:: Perlauenr (EC) JYe 2019/6, ce HaKa3Ba c rMyrrlecrBeHa
ca,Kqrrff or 1000 Ao 2000 nB., a rpr4 noBropHo HapyrueHr4e - or 3000 ao 5000
JIB.

tl.n, 449.n. llpurexa:re,r fla pa3peuleur{e 3a rbproBr{, c BJII, roftro
He r.r3rrbJrHr{ 3arbJixeHrre no ql. 81, naparpaQn I u 2 or perlauesr (EC) Ns
201916, ce HaKa3Ba c r,rMyfiIecrBer{a caHKqtlr or 1000 Ao 2000 r]B., a rpr4
noBropHo Hapyuegrre - or 3000,qo 5000 rs.
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{,r. 449u. ( 1) Kofirc npor.r3BexAa, Bxacr, a3Hacr, c}xpar{rBa,
rpoAaBa rr.,ru flpeAocraaa $anruNQuqrapan BJIII r{rx aKTr.lBHo BerrlecrBo,
[peAua3Harreuo 3a rrpor{3BoAcrBo Ha BJIfI, ce EaKa3Ba c r"uo6a or 2000 Ao 4000
rrB., a npa roBropHo Hapyueflr.re - or 5000 ao 8000 ns.

(2) Koraro Hapy[rerr.rero no al. 1 e r.r3B6prrreno or ropr.rAur{ecxo nrlrle
r.riru erHorr4r{eH TbproBerl ce HaJrirra r{MyxrecrBeEa caflKrlr4J{ or 3000 ao 5000
nB., a rpx rroBropno HapyIueune - or 5000 ao 10000 m."

$ 17. B qn. 450 al. I ce rr3Men, raKa:
,,(1) Koiro 6er pasperueu[e flpotr3Bex,ua, ctxpaHrBa ]rJrE [poAaBa

BJIII r.lru xofiro npegnara 3a ynorpe6a r{Jrrr ctxpaErBa Hepa3perneu 3a
TbproBr{.q BJIII l4nr.r Heper}rcrpr{parr xoMeonarr{qen BJIfI, ce HaKa3Ba c uo6a s
pa3Mep or 1500 4o 3000 rrB., a npr{ roBropxo Hap}.rtreHne - or 3000 Ao 6000
.ng."

$ 18. Vleu 450ace rr3Mex, raKa:

,,rl.n. 450a. flputexa:rel Ha pa3perrrenrre 3a rbproBru c BJIII, roiro
He r{3[rrHrr 3a.(bJrxeHrre no qil. 77, naparpatpr.r l-5 rt 7-l1 0r peualrenr (EC)
2019/6, ce HaKa3Ba c r,rMyrrlecrBeHa caarrllul or 1000 ao 2000 nB., a [pr4
noBropuo rrapyrreur,re - or 3000 4o 5000 m."

$ 19. B ,ttr.4506 a-ir.l ce r3Merrr rara:
,,(1) Kofiro r{3BbpmBa rbproBr4lr na 4pe6no B Hapyrrrear4e ua .ur. 34g,

a-n. 1, ce HaKiBBa C mO6a or 500 40 1000 nr., a npr noBTopHo HapyrrreHrre - or
2000 ao 3000 ar."

$ 20, Hleu 450n ce r{3Meu.f, raxa:
,,9,r. 450a. Ilpu:rexarel Ea pa3pemerrre 3a rbproBrEa xa 4pe6No c

BJIII, rco[T o Hapymr pasnopeg6ara na ql. 349, a,r. 2, ce ,ru*assa 
"nMyrrlecrBeHa caHKrlr.r.ri or 500 Ao 1000 JrB., a IIpu [oBTopHo EapymeHr.re - or

2000 go 3000 nr."

$ 21. tfueu 450r ce r3MeH.s rara:
,,9:r. 450r. Ilpr.rrexa.rel Ha pa3perrreHr4e 3a r:bproBa.s c BJIII r.rna

Tr,proBerl Ha elpo c BJIfI, rofir:o ne ,r3rrbirrr}l trsrrct<sauuxra ulutu
pa:nope46nre no .ur. 300 lilt4 .9.[r. 342, ce HaKa3Ba c aMyluecrBeHa caHKrr,r, or
1000 go 2000 irs., a nplr rroBropHo Hapyrrexrae - or 3000 Ao 5000 rs.,,

$ 22. 9ten 450A ce rr3Meu, raKa:
,,91. 450a. Ilpurexaren Ha pa3perxeurre 3a rbproBr.rf, Ha eApo c B,rI[,

xoiiro Napyu 14 t4sttcK*anrqra Lra qn. 34 I , an. I uru 2, ce rraKa3Ba c
EMyrrlecrBeHa carrKrlr{, or 1000 ao 2000 JrB., a IIpr [oBTopr{o HapylreHr{e - or
3000 ao 5000 ilg."
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$ 23. tlnea 450e ce rr3MeH, Tar(a:

,,rll. 450e. Tlproneq Ha eApo ,41tfi Ha Ape6no c BJIfI, xofiro uapyruu
pa^enopeg6ara na vn. 341, at 4 ulu ql. 356, ce Ha,.EI3Ba c r,rM)ruIecrBeHa
caHxrurr or 500 Ao 1000 ns., a rpr roBroprro Hapyr[egxe - or 1500.Uo 3000
la."

$ 24. 9leu 45 I ce asMers raxa:
,,9.rr. 45 l. [Ipou:no4ure.n, xofiro npoa3BeAe rr [ycue xa na-:apa BJIII

B r{apy[reHr.re Ha H3r,rcKBaHr.rrTa, IIpI{ Kor.rTo e r.r3Aa,4eHo pa3pertreHleTo 3a
TbproBn, c BJIfl, ce HaKa3Ba c HMyr{ecrBeHa carrKrlHrr or 2000 ao 5000 ns., a
Epr.r roBropHo HapyrxeHrr e - or 5000 ao 10 000 rn...

$ 25. Ilnen 452 ce uauens rara:
,,{tr. 452. (l ) Kofiro B napyrrexr.re Ha ql. 350, a.r. I npoga4e BJIfl, ce

HaKa3Ba c uo6a or 500 ao 1000 no., a npu rroBropao rrapyruenue _ or 1000 lo
2000 m.

_ (2) Be'repr.urapen ,rerap, xofiro r.r3Aa,ue peqerrra B HapyrueHr.re Ha rln.
350, a.n. 2-4, ce Haxassa c r.no6a or 300 ao 500 ns., a rplr rroBrop,o Hapy,,esfie
- or 500 go 1000 an."

$ 26. 9,ren 454 ce t,tsN,reHs raKa:
,,Y1. 454. flpurexa:rel Ha pa3perrreuue 3a rpoa3Bogcrno na BJIII,

rofiro ne r.r3flbJrgr.r 34[bJrxeHae no .ur. 93, naparpa$ 1 or pernalrenr (EC)
201916, ce HaKa3Ba c r.rMyuecrBeHa carKrllrf, or 1500 Ao 3000 nB., a rpr
roBropHo Hapyrxerrr4e - ot 3000 ao 6000,rs.,'

$ 27. B ,tx. 456 HaBcrr(b.qe a6peBr.rarypara ,,BMII,' ce 3aMeH{ c
..BJIII''.

$ 28. 9leu 457 ce ornreur.

$ 29. 9.rrea 458 ce nruesr raxa:
,,H1. 458. (I) Kofiro npaBr,r peKrraMa ga BJIII B Hapyuetr.re na qr. 119

u'ur. 120 or Peuauenr (EC) 201916, ce HaKa3Ba c r.no6a or 500 go 1000 nr.. a
rplr roBropHo HapyrreHr{e - or 1000 ao 2000 rs.

(2) Koraro HapyuJeHr.rero no a.n. I e r.r3B6prxeuo or rop[Axr{ec(o nuqe
r,rJrr,I or eAHorHqeH TbproBeu, ce HaJIara aNrylrlecrBeHa caHKrIr.L ot 1000 ao
2000 ns., a rppr noBropHo Hapyrxearae - or 2000 ao 4000 ns..,

$ 30. {len 459 ce r:Nrens raxa:
,,Hn. 459 . ( I ) Koiro flapyuff ra6paua uo q,r. 302 ce HaKa3Ba c rlo6a

or -500 4o I 000 na., a rpr.r noBropHo Hapyrreur.re - or 1000 .qo 2000 m.
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(2) Koraro Hapylre'r.rero no al. I e r{3Bbp[reHo or ropr.Ar.rqecKo Jrr.r[e
IrtJII4 eAHoII4qeH TbproBerl, ce Harara r.rM)rulecTBeHa CaHKqH, or 1000 aO 5000
rrB., a rpr rroBropuo HapymeEr,re - or 5000 go l0 000 rn.,'

$ 31. B ,$.461, a-u. 1 a6peruarypara,,BMII" ce 3aMeH, c,,BJIfI".

$ 32. 9nen 462 ce :r,tweas raxa:
,,1n. 462. Kofiro ne r,r3nlJrur.r 3aiubJD(eHr.re no qn. 367, arr. 2, ce

Ea(a3Ba c mo6a or 500 ao 1000 nn., a npu noBropHo HapyrrreHr.re - or 1000 ao
2000 ng."

$ 33. Ylen 463 ce lrsrvren.s ra(a:
,,ql'. 463. Kaaar,rQnuupaao nurle, Koero Hapyur.r H3r{cKB€rnr4rra Ha

'tr. 97 , naparpasu 6- 10 or Per.nalrerr (EC) 201916, ce HaKa3Ba c rlo6a or 2000
ao 5000 r1B.. a npr roBropHo Hap),ureHr{e - or 5000 ao l0 000 as.,'

$ 34. B ,tr,. 464 AyMr{re ,,rruueu3 ra ynorpe6a ua BMII', ce 3:rMenrr c
,,pa3perrreHne 3a rBproBr.r, c BJIII', a AyMr.rre ,,cx,. 295, al. I , r. 1 ', ce 3arueHrr c
,,qn. 78, uaparpa$ I or Peraarueur (EC) 2019/6*.

$ 35. 9:renoae 465 u465ace orMeHrr.

$ 36. Cmsanat ce qn. 4656 u 465s:
,,91. 4656. flpr.rrexare.r Ha pa3perrreure 3a rrproB

He r.r3rrbJrur.r 3aAbJrxeHr.re no ua. 5 8, naparpaSu 3 u 4 or
201916, ce HaKa3Ba c r{MyrqecrBeua caHKrlr.r, ot 500 ao
roBropuo Hap)rurefir.re - or 1000 to 2000 ns.

I{r. 465s. Ilpurexaren Ha pa3perrreHrlre 3a rbproBx, c BJIII, xoftro ne
n3rrbrrHr4 3aABnxeHr.re novn.58, naparpat[r.r 6 - 13 0r peuauexr (EC) Ne
2019/6, ce HaKa3Ba c uMyulecrBena carrxurrr or 1000 ao 3000 ,r., u'np,
roBroprro Hapyrrreur.re - or 3000 Ao 5000 ra.,,

$ 37. B qn. 466 ryMr.rre ,,nurleH3 :a ynorpe6a Ha [MyHororuqeH
BMII" ce 3aMeHrr c ,,pa3pe,,eEue 3a rbproBr.rs c r.rMyHoJrorN,reu BJIfI,,, a
A),r\{Hre ,,\il.298" ce 3aMe,rr c ,,qa. l2g, naparpaQr.l 2_4 or per.nauenr (EC)
20t9t6".

$ 38. Yneu 467 ce onrenq.

$39. Yneu 468 ce usN{ers raKa:
,,.{1. 468. (l) KoEro B Hapyrrre,r4e Ha,aa.325, ar. I s,acr BJIII, ce

HaKa3Ba c rno6a or 1500 Ao 3000 JrB., a rrpu roBropHo Hapyrrregr.re _ or 3000 4o6000 ns.
(2) Koraro Hapyrrre,r,rero no u. l e r43B6prrre,o or ropr.rAr.rqec*o Jrt4rle

nx c BJIII, xofiro
Perurauem (EC)
1000 nn., a npr
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unu eI.HorHqeH TbproBerl ce HaJrara uMyr.{ecTBeHa CaHKrIr{' oT 2000,uo 5000
JrB., a rpu noBropno Hapyuegxe - or 5000 ao l0 000 nn."

S 40. B vrr. 468a a6peBnarypara,.BMII' ce 3aMeu.,r ,,BJII,,, a ayMr.rre
,,.uL 360, an. 1" ce 3aMeurr c,,,,ut.327, ut. 1, r. 1 l2,'.

$ 41. Y-nen 4686 ce orMeHf,.

S 42. B qr.468s Aytlrr.rre ,,qr. 388, al. l" ce 3aMeHrr c ,,.ur. 366,,.

$ 44. I{neu 4681 ce u3Mefl, rara:
,,9;1. 468a. flpurexarel Ha pa3perrrerr.re 3a rbproBr.rx c BJIII, rofiro

npr.rJroxx npoMrHa B HapyrxeHr.re na parnopeg6ara Ha qJr. 69, naparparf I or
Penraneur (EC) 201916, ce HaKa3Ba c rrLr).rlecrBeHa caHKur.l, or g0oA; 1500
rrB., a npr roBropHo rrapyrueHne - or 1500 ao 3000 -rrs..,

$ 45. 9,ren 468e ce rr3MeHfl raKa:
,,9;r.468e. IOpu.quvecxo Jr,qe ,rnfi e,Erorr,rqe, rBproBerl, rofiro ny,re

Ha na3apa BJIfI, npegnarEaqeH 3a [poA]'KrI'IBHlt xI4BorHr{, 3a quero aKrr.rBHo
I,IJII,I AKTI,IBHI' BEIUECTBA HCMA OIPC.qCIEHII MAKCIIMAJIHO AOI]YCTLIMII CrOfiNOCrr.T
Ha ocrarbrrHr,r KoJrr,rqecrBa csruracHo pernauenr (EC) Ne 3712010, ce HaKa3Ba c
r'rMyr-qecrBelra caHKrtrr{, or 2000 AO 4000 nB., a npr4 rroBropHo HapyrxeHr.re - or
4000 lo l0 000 :rs."

$ 46. tlaen 468x ce r{3MeHs raKa:
,,r{n. 468x. Kofiro npoBexAa JleqeHr,re, npo$ulartuxa Jrr4

rrlera@ulaxrr'rxa Ha [poAyr(Tr.rBHr.r xr.rBornr.r c BJIII, ,u ,r"io aror,rBno r.rrr,
AKTI,IBHI{ BEIIECTBA H'MA OIIPEAEJIEHI' MAKCEMAJIEO .qOIYCT}IMZ CtO[UOCrr rrA
ocrarbrrHr'r KoJrHqecrBa ctruracHo pernauen:r (EC) -r\! 3712010, ce HaKa3Ba C
rno6a or 500 ao 1500 nB., a nplr noBropHo Hapyureur.re _ or 1500 ao 3000 nn.,,

$ 47. B q,'r. 468e AyMnre ,,.ti.322, ur. I n/uxl2', ce aaueuxr c ,,v1.
1 l2 or Perurauent (EC) 2019/6".

S 48. B ,t',. 46Bu AyMr.rre ,,\r. 323,, ce 3aMeHrr c ,,va. I 13 r.r l 14 or
Pemauenr (EC)201916".

$ 49. 9.rer 468x ce orMenf,.
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$ 43. r{.nen 468r ce r.r3Meur rara:
,,tll. 468r. flpurexare.n Ha pa3perrrexr,re 3a raproBr.t, c BJIII, roiro

He r'r3n6JrHr,r 3a,qbJrxeHr.re no qr. 6l , naparpas 10r pernauenr (EC) 201g/6, ce
HaKa3Ba c r'rMJ[qecrBeHa caHKrIr4, or 500 ao 1000 JrB., a IIp}r rroBTopno
Hapyureur.re - or 1000 ao 2000 ns."



S 50. B .r,'r. 468r a6peBuarypara ,,BMII,' ce 3aMeH, c ,,BII[I,', a
IyMrzre,,.rr. 380, a* | ulutu 2" ce saMeu.flr c,,ql. 356,,.

g 51. Cleaanar ce rrn. 468u - 468y:
,,9n. 468rr.r. Ilpousao4uren na BIIII, rofiro xe cnaiBa rr3ucKBanrxra

sa ,{o6pa [porr3BoAcrBeHa [paKTr.rKa, cbrJracHo napeAoara ilo ,Lil. 322, at. 2, ce
HaKa3Ba c nMyrrlecrBeHa caHruIr{, or 1000 ao 2000 nB., a npln rroBTopHo
Hapyrexr.re - or 2000 4o 4000 m.

!In. 468n. llprrexarel Ha pa:lpeureHr,re 3a rlproBzx c BJIII ra,ra
TBPTOBEII HA CAPO C BJIfI, rOfirO UE I,I3NTJIHI I,I3I,ICKBAIIH'TA CbOTBETHO HA qJI.
300 r.r,ru qn. 343, ce HaKa3Ba c r{M)ruecrBeHa caHKrIr{, or 1000 Ao 2000 na., a
nplr roBropno Hap)[ueHue - or 3000 go 5000 nr.

9n. 468o. (l) Kofiro 6ea ga e BrruczlH B perucrrpa uo qn. 33 l, an. l,
[poH3BexAa, CbxparrrBa, pa3[pocTpaHqBa urx,tl BHac, aKTnBHr.r BeIuecTBa,
rpeAHa3uaqeHu 3a npor.r3Bo.qcrBo Ha BJIII, ce HaKa3Ba c ruro6a or 2000 Ao 3500
rtg., a npx noBropHo HapyureHr.re - or 4000 ao 6000 ae.

(2) Koraro Hap),rtreHnero no aa. I e r{3BbprrreHo or ropuA'qecKo Jrr.rqerr[ eAHorurrerr rbproBerl ce Hurara xMyrrlecrBeHa caHKrllt, or 3000.qo 5000
rB.? a rpr noBropHo Hapy[reHxe - or 4000 ao l0 000:rs.

9-n. 468n. Trproreq Ha eApo c BJIfI, xofiro usntpruBa raparreJrHa
r6proBr'r, c BJIrI B HapyrtreHne sa wr. 344, aJ,. 1 nxu 6es aa e rorrrr4rr
o406peure 3a roBa no .{lI. 345, at. 4, ce HaKa3Ba c r.rMyrrlecrBeEa carrKrlr.r, or
1000 ao 2000 m., a npu rroBropHo HaplureHrire - or 3000 ao 5000 ng.

9,r. 468p. Ilpou:ro4aren r,rJrx raproBerl Ha eApo c B,IIfl, rofiro
HAPYIIABA Ii3I,ICKBAHI,IITA HA EAIIH TrlAIr.r NOgEqE OT AKTOBETE 3A I,I3IIbJIHEHHE IIO\t. 99, naparpaQ 6 or Per"rrauenr (EC) 201916, ce HaK€BBa c r{MyrrlecrBeHa
callKql{t or 500 Ao 1500 lrr., a np}r noBropHo Hapy[reH]re - ot I 500 .Uo 3000 na.

91. 468c. Trproaeq ua 4pe6no c BJIfl, rofiro ue rr3rrtJrHu
a3r'rcKBnHr{rra xa rapeg6ara no vr. 349, ar. 3, ce HaKa3Ba c uMyrqecrBeHa
canxrlr.r, or 500 go 1000 nn., a rrpr rroBropHo HapyrreHne _ or 2000 ao 3000 rs.

9.u. 468r. Trproneu na BJIII or pa3cror'r.re, xofiro He r.r3rrbnHu
E3r,c*BaH,r,rra ua qr. 358, an.2 wru 3, ce Haxaraa c r{MyrrlecrBeHa cau*qrfi or
500 ao 1000 nr., a rplr floBropro HapyrrreHne - or 2000 ao 3000 ns.

Y1.468y. (1) Koiro E3BbprrrBa r6proBr.r, c BJIfI or pa3crolrHrle B
HapyureHrie na.{r. 359, ce Har(a3Ba c rlo6a or 500 ao 1000 as., u rp, no"ropoo
HapyrrreHr.re - or 2000 4o 3000 na.

(2) Koraro Hapymernero no ar. I e rir3Bbprxeuo or ropr.rAlqecKo Jrxqe
IrJrrr eAHoJrlIqeH T6proBeIL ce HaJrara ,rl\.fJ[qecrBeHa caHKrILL or 1500 ao 3000
rrB., a rprr noBropHo HapyrreHr{e _ or 4000 ao 6000 na.,'

$ 52. B [onrmluretuure pa:nope46u ce flpaBrr cJreAtr4re
ri3Mer{eHr4, E AOIILJIrreHI{fl :

1. B $ 1:
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a) B r. 3 a6perrarypata,,BM[I" ce 3aMeH.f, c ,,BJI[I,,;
6) rouru 5, 7, 7a, 9, 10, 12 u l4 ceorMeHrr;
s) n r.24 a6peararypara ,,BM[I,, ce 3aMeH, c ,,BJIfl";
r) roura 25 ce ornreru;
t) s r.27 lyMr.rre ,,nrrrleH3rpau neKapcrBeH rrpoAyrr,' ce 3aMeHrr c

,,pailpeureH sa rrproarx BJIfI";
e) rovxu 27 a u 44 ce orMeurr;
x) r r. 46 a6peauarypara,,BM[I,,ce 3aMeHr c,,BJIfI";
3) ro.rrca 49, 5l ,52a,53. 54 n 55 ce orrlearr;
l) t "t. 57,58 u 59 a6perr.rarypara ,,BM[I" ce 3aMeH, c ,,BJI[I";
r) ro.rrr 60 u 60a ce orMeHrr;
t) t r.62 u 63 alpesuarypara,,BMfI', ce laN{ens c ,,BIII";
rr,r) rovxa 68 ce orlrenx;
r) a r. 80 4ytrara ,,HexeraHa,' ce 3aMeH, c ,,ne6naronpatrya,,,, a

a6peaaarypara,,BMII' ce 3aMeHr c ,,BJI[I";
o) roura 85 ce oruexe;
n) u t. 86 Alq\,rrrre ,,nurleH3r{paHr.r BMfI', ce 3aMeHrr c ,,pa3peuenr,r 3a

TbproBrr.f, BJIII";
p)roqKr.r90a,91,,92,93,94,95,96, 102, 104a, 1046. 107u 1ll ce

OTMEH'T;

c) a r. 116 aipeaua"rypara,,BMfI" ce 3aMeH, c ,,BJI[I',;
r) cragaua ce r.l 17:

,.1 I 7. ,,tDaprrlaueBrr.rqeH BJlfI" e Bcerr.r Berepr.rHapet JreKapcrBeH
IPOAYKT, C II3KJIIOqEH'IC HA 6rOIOrrqEH IIJII{ I-IMYHOIOTI{qEH BETEPI,IHAPCH
rreKapcrBex flPoAyrcr";

y) r r. 118, 6. ,,s" ryMara ,,,Berepr{HapHoue4uquncxu" ce 3aMeHc c
,,Berepr.rHapHri nexapcraeur-r " ;

S) rovra 122 ce orueur.
2. B { la HaKpa, ce Ao6aeq ,,Karro r.r o[peAeJrerr,rcra rlo ,rr. 4 or

Peraauenr (EC)201916 a or arroBere no npun€uaHero uy.,.

$ 53. B ocra,aJrr.rre reKcroBe Ha 3aKo'a A),r\([rre ,,M,Hrcrepcrno.ro
Ha 3eMeAe'mero' xpaIII4Te r ropure", ,,MI'IHI4crbpbr Ha 3eMeAeJII{ero, xpaHr.rre rr
ropr'rre" I{ ,,'Ml/tHlicrapa Ha 3eMeAeJlr.rero, xpaH[Te rr roplrre" ce 3aMeH.sr
cborBerlro c ,,MnnrcrepcrBoro rra seueAenuero.,, ,,uu nac:r,sprr Ha
aelteAem.rero" z,,utuncrspa na aeuege,tuero...

IIpExoAHtl LI 3AKJIIOqI,ITEJIHII PA3TIOPEABI{

S 54. (1) HanranrrelHnrr AlrpeKrop na 6AEX, r 6_ {ece.ren cpoK or
BJrr.I3aHero B cr.ua Ha 3al(o'a, 3,.aBa cnlxe6Ho pa3pe[reHlr.f, 3a rbproBr{, c
BIIfI na Jrr.ruara, noJr)^rr4Jrr,r irrrrleH3r.r 3a yrrorpe6a na BMII, ,rrro 

"urrAroa,ri3rurra cleA 28 s]l/yapu 2022 r. u cpoKr,T 3a [oAaBaEe Ha 3arBJreHr.re 3a
noAHoBrBaHe Ha Jrr{uex3a r.r3T}rqa clea 2g frHyapr4 2022 r.
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2) Pa:peurenurra flo €ur. I ca 6e:cpovnr.r.
3) 3a r.rs4arane Ha pa:|pe[reur.rrra no al. I ne ce cr6upar rarcu.
4) Parpeurerr.rrra rro aJr. I ce usganar c HoMepa, eArraKBr,r c HoMepara

HA CbOTBCTHIiTE II{UEH314

$ 55. ( I ) I4gnuaureaxr.rJrr AnpeKrop na EAEX,, s 3-L{ece.reH cpoK or
BJrr'r3aHero B cr{Jra Ha 3aKOHa, r3,uaBa cnyxe6no pa3perueHuJr 3a rbproBr4, c
BJIfI sa Jrr{uara, noryqtnnu rruueH3u :a ynorpe6a na BMII uo q,r. 2gga, 320 u
321 ot orMeHeHara faana eAuuagecera, cbc cBrrltnr cpo* Ha Barrr.rAHocr, Karo
HA r434a/le}Jll"re nlrueH3u.

(2) 3a ra.qaBare Ha pa3pemeHrrrra rro al. I ne ce cr6upar rarcn.

$ 56. 3arneur.rrra 3a rro.qHoBrBaHe Ha rurrlea3r.r sa ynorpe6a ua BM[I,
IOAAAEHI,I NPE4U 28 frHYAPfi 2022 r.3A JIIIIIEH3I,I, qU'TO BAJIIiAHOCT I,I3TI{qA CJICA
28 ,.,.yapu 2022 r., ce pa3rJlexrar no peAa Ha orMeHerrara I-Jrasa eAunaAecera,
KaTO CJreA npr.lKrrorrBaHe Ha [porleA]paTa 3a rroAHoBrBaHeTO l4M,
I3IbJIHI]TEJIHI4'T AUPCKTOP HA EABX I,I3IABA HA 3A,,BI4TE TrTE PA3PEIUEHU,'I 3A
TbproBru c BJIfl.

$ 57. lpoqe.qyp]rre rro pa3rnexAarre Ha 3a.flBJreHr.tf, 3a rr3.(aBa]re Ha
rr'rueH3 ra ynorpe6a ua BM[I, Kouro ca 3anoqrrarr flpegu 2g flHyapv 2022 r.,
ce [pI{KJrIoqBar no peAa Ha orMeHeuara haaa eAl{HaAecera, Karo
I'3IbJIHI,ITEIIII{'T A PEI(TOP NA EAEX I,I3AABA HA 3AJIBUTCJIIiTE PA3PEICEI,IC 3zI
rbproBu, c BJIII.

$ 58. flpoqeayprrre no pa3nrexAaue Ha 3€urBJreHrrq 3a [poMeHrl B
JIt4IreH3I{Te ra ynorpe6a na BM[I, Kor4To ca 3a[orrHrur[, Ho rre ca IlpEKrrcqunx
npegr 28 q*yapu 2022 r., ce rprrKrrorrBar ro peAa Ha orMeEe,ara fnasa
EAI,IHA.qECETA. B CTTYVAUTE, KOTATO IPOM'IHATA HEUIATA IPOM'IIA B AAIIHI,ITC B
Jrr4rle,3a 3a ynorpe6a, r.r3nbnHr.rreJrrrr{rr AupeKTop Ha 6ABX u3l.aBa
pa3peueHr.re 3a rbproBur c BJIII.

$ 60. (1) B 6-Mece.{eH cpox or Btrrr3auero B clrra Ha 3aroHa
r,r3[6Jlnr.rrerrr.rrr Ar,rpeKTop sa EAEX r.r3AaBa cnyxe6no:

l. paaperuerr, 3a [por.r3BoAarro ,u BJIII Ha nrrrlara, floryq,nnrr
"I[tqes3l-t 3a [poLI3BoAcrBo Ha BMfI, no peAa na orMerenara f,raea
e,(I.rHaAeceTa;

$ 59. tlpoqea)?r.rre no pa3rnexra'e Ha 3a.f,BJreHr.r{ 3a r.r3AaBaHe r.rJrr.r
npoMrHa B rr.rrleu3r,t 3a npoz3BorcrBo, TbproBri, Ha eApo tiru Ha Ape6Ho c
BMfl, sanovH€L'rr.r npeA, 28 xuyapn 2022 r. ce [p]rKJrroqBar ,,o peAa Ha
orMeHeEara flaaa e4uuagecera, Karo [3[6JrHr4TerHarr Ar4peKTop na BAEX
,r3AaBa cBoTBeTHO pa3perxeHr.re 3a [poI.t3BoACTBO, TbproBr.r, qa eApo ufiu Ha
Ape6Ho c B,rI-tI, B clorBercrBr.re c lr3r{cKBaHr.r.sra na pernarr.renr (EC) )09rc.

(
(

(
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2. pasperuenr.r, 3a rlproBr.u Ha eApo c BJIfI Ha Jrr{qara, floryirnrn
Jrr.rrleH3r.r 3a rbproBr.t, Ha eApo c BMII, r.r3AaAeHr.r no peAa Ha orMeHeHara firaea
eAr.rHaAeceTa;

3. pasperuenr,rr 3a rrproBr.t, ua gpe6no c BJIfI Ha nxuara, nonyqr.uru
Jrr{qes3rl 3a rbproBnr aa gpe6xo c BM[I, r.r3AaAeHr,r flo peAa Ha orMeHeHara
fraaa eguua4ecera;

4. parperrenufl 3a rbproBur c BJIII Ha Jruuara, nofiyrlunu 6eacpo.ruu
rrr{uerr3n:a ynor:pe6a na BMfI, n3AaAeHr npe4u 28 aHyapu2022 r. Eo peAa
Ha orMeneuara fnaBa e.qlrHa,qecera.

(2) 3a r.rt4anane Ha pa3perrreHr4rra tro a.,r. 1 ne ce cr6rpar raxcr.
(3) Parperueurrra lro ErJr. I ce nr.qara.r c HoMepa, eArraKBr,t c rroMepara

Ha cboTBeTHI,tTe II.IUeH3I{.

$ 61. Bcnvxlr JrrlrleH3u, la31aplenr rro peAa Ha orMeHeHara fnaBa
eAr{HaAecera 3afla3Bar geficrnrero cfi cneA 28 tuyapn 2022 r., Ao clyNe6noro
H3AaBaHe Ha CbOTBeTrrLrr BUA pa3perleHr4e IIo pe.rla Ha To3u 3aKoH.

$ 62. Jlrqara, Kor.rro rrpr.rrexaBar Jrr.rueH3 3a rrpor.t3BoAcrBo r.rJrr4 3a
TbproBlu Ha e.qpo c BMfI, roiro sxrroqBa [por.r3BoAcrBo, ctxpaHeHr.re, BHoc,
rir3Hoc r{Jrr.r TBproBrfi c aKTr,rBHr.r cy6craxqur.r, fi3Aa.ueH IIo peAa Ha oTMeHeHaTa
f.nara eAaua4ecera, He 3arrrarrlar raKcara no qn. 329, aa. 3 a clyraure, Koraro
noAaAar 3zurBJreHr{e 3a pen{crparlu, canracno vl. 95, naparpaQ 3 or perlauenr
(EC) 2019/6 B cpoK Ao 29 rr,rapr 2022 r.

S 63. (l) I4guunurenuurr AupeKrop ra EA.EX He t431aRa
pa3perxeHH, 3a TbproBfic c BJIII Ha nr{rlara, flon)ruunfi Jrr.rrleH3r{ :a ynorpe6a ua
BMfI, no peAa Ha orMeHeHara I-lasa eguua4ecera, qlrr.rro aKTr.rBHr,t cy6c.ranqra
Eo[aAar s o6xBara Ha HrKor4 or aKToBere 3a [3n5rHeHr.Ie, flocoqeHE s qr. 37,
naparpaQ 5 or Peuaueur (EC) 201916.

(2) Jlnuexarlr:e rro aJr. I ce [peKparrBar cbc 3anoBeA Ha
ri3[bJrrrrrelrxr.r, Ar,rpeKTop na EAEX.

$ 64. (1) flpurexare.,rure Ha pailpeueHrr, 3a rbproBr4, c BJIII
flpeAcraBrr rra [3[6JrHr4reJrHr{{ AnpeKrop ua BAEX, B cpor Ao 29 wyapu 2027
r.' aKrya.rrH3r{parrH B c60TBercrB e c [I3r.rcKBaHHma ua peraaueut (EC) 201916
BepcfiI{ Ha (parKa xapaKTepllcrlrKa, eruKerll I'I JII{croBI(a, xouro ca 6uma
ogo6peun no peAa Ha orMereHara l.nana eguHa4ecera.

(2) Arrya,rr.rslpa[r.rre Bepc,n Ha KparKa xapaKTepucrr.rKa, err,r*er, r{
JIrIcroBKa no an. 1 ce flpeAcraarr Ha eJreKTpoHeH BEocI,ITeJr.

(3) Ha arryaru4 3r.rpa,r.rre Bepc[u Ha KparKa xapaKTep,cr,Ka, err{Kerr4
I{ JII-ICTOBKA NO 

'IJI. 
I CE I{3BbPIIIBA OqEHI(A OT EKCIIEPTI4 HA EA6X, rOrrO

IPEACTABST CTATOBI,IqE HA I,I3IbJIIII,ITEJIHI.I' AI,IPEKTOP rrA EAEX C IPEAJIOXEHI.IE
sa o4o6pxrauero ,rM r.rJrn orKa3 ra ogo6pmaHe.

,+9



(4) B 30-guener cpoK or npe.qcraBrHero Ha axryanrr3r4paH[re Bepcur4
Ha KparKa xapaKTeplrcrl4(a, erI{KerI'I I4 .IIHcroBKa, u3[bJIHLITeJIHl4rr AupeKTop Ha
EAEX, 863 ocHoBa Ha craHoBr.rqero no €rJr. 3, ru ogo6pffi a tutu c Morr4B[paHa
3anoBer orKa3Ba o4o6pxeaaer:o au.

( 5 ) Orxa:rr rro zrJr. 4 uoxe Aa ce o6xalra no peAa Ha
AruuHr,rcrparr.rBuonpoqeAyzurHx, KoAeKc. O6xarsauero He cnnpa
PI3III,JIHEHI{CTO-

$ 65. llpn r.r3B6pruBaHe Ha flpoMrua B pruperrrenr,re 3a rbproBr.rfl c
BJIfI npegu 29 wyapu2027 r., npr{rexarerr-f,r Ha pa3perrre,r.rero rpe.[craB, Ha
[r3rr6]rHr.rreJrHn, Anperoop sa EABX, no pe.ua na $ 64, aKTyaJrH3r{paHa B
csorBercrBr.re c [3r{cKBarr[rra sa Peraalrenr (EC) 201916 Bepc[c Ha KparKa
XAPAKTEPXCTI{KA, ETI,IKETII II JII,ICTOBKA, AKO TAKI,IBA gE CA 6WIU OAO6PEHH NPEArI
pr3BbprrrBarre Ha [poMrHaTa.

BHOCHTEJI}I:
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MOTI,IBI4

Bsacxueto Ea EpoeKTa na 3aron 3a I{3Mer{eHI{e r.r AorrbJrHeHl,te Ha
3arona 3a Berepr.rHapHoMeAurlr4HcKara gefiuocr [poz3Tr.rqa o.r ueo6xogrrvocr.ra
3a u3Bbpr[BaHe Ha crlellllrz [poMeH]r r 6urapcxoro 3aKoHoAareJlcrBo,
HaJroxeHlr or BJIr.I3aHero B clJla lra nosn aKrose Ha EC.

Cqzrano or 21 aupun 2021 r. ce npr.rJrara perlaueu.r 3a r.r3flblruexr.re
(EC)20211520 ua Kourcusraor 24 rr,rapr 2021 r. 3a onpeAerr{He Ha rpaBr.rrra 3a
npHrraraHero ua Peuauenr (EC) 20161429 na EaponeftcKr.r, raprraMeHr r,r Ha
Cr,sera flo orHorueHlre Ea flpocneAr{Mocrra Ha HrKor,r or IexraHI.I c)rxo3eMg}t
XI,IBOTHI,I, BMEH'B'III 3AAbJIXEHI'IE HA KOMIIETCHTHH'
B!3MOXHOCT 3a rapar{T}ipaH AocTbII Ha cTonaHlrTe

opraH Aa rrpeAocTaBu

ao unQoprrraqr{rra 3a
xuBorrr.rre uu n 6a-:ar:a AaHHrr Ha KoMrrereHTHr.rfl oprau.

Mnoxecrso o.ql{Trru Mlrctlrl npeflopbqBar Eurapcrara areurlr{x tro
6e:onacrocr Ha xpaur.rre Aa fipeAnpt,telre 4eftcrrur Eo oc[ryprBaHe Ha
uu$opuaqurra ra noAaBaHrire yBeAoMJreHr.r, or co6craenr.rqure na
xHBorHoBT,AHr.r o6exm B eJreKTpoHeH BHA. [en:ra e Aa ce oc]lrypu
npocJre.4HMoCT 3a Crra3BarreTo Ha 3aKOHOBrrTe CpoKoBe oT cTpaHa Ha
co6crseHr.rKa./noJr3BareJrr Ha o6er.ra 14 or crpaHa rra perucrplrpaHn,
BereplrHapeH lerap, xoftro ro o6cayxsa. Tona IIIe nogo6pr.r flpocJreAr.rMocrra
no xpaHHTeJIHara BepLIra ule noBrlutlr H[rBoro Ha 6e:onacxocr tlo orHo[reHfie
3.{paBeTo Ha xopaTa I{ XI,IBOTHT{Te.

B rala Bpb3xa flpeAnaraMe yBeAoMJrear4rra 3a Bb3Hr{(H utu cr6uruq c
xr,rBorHr.r B xrrBoruoBb4na o6erru rto rur. 137 , a* 1., uogaaanu ;qo
perurcrplrpaHr4, Berepl{Hape}r JreKap, o6c,ryxnaq clorBerH}rfl xr.rBorrroBbaeH
o6err, 4a ce noAaBar caMo tro eJreKTpoHeH nbr qpe3 I4urerpupauara
an<fopnaaquouga crrcreMa na EA5X, a yBeAoMnerurra 3a B63Hr.rKrr wtu c.s6urss
c xr{Borrrfi B xr.rBorHoBbrnu o6errn no q.n. 137. a,r. I I - IIo eJreKTpoHeH fibr
vpe: I4urerpuparara anQoprr.raqnoaHa clrcreMa na EA6X r.rJrrr nrrcMexo.

OrAelno or roBa, cqr{rauo or 28 nryapra 2022 r. e B cr.rJra per.rauesr
(EC)201916 na Eapoue cxrs napraMeHr n na Crnera or 1l 4ereuapa 201g r.
orHocHo Berepr.IHapr rre JreKapcrBeHr{ nporyKTr.r I.I 3a orMrHa ua ,{uperruna
20011821F,0, xoiro qe ocrr)pr xapMoHr,r3rrpaHo rrpaBro perynnpaHe Ha
BCr4qKr4 BbIIpocH, cBtp3aHH C BeTepAHapHUTe IeKapcTBeHH npoAyKTX B
paMKr.rre na Eaponeficxu cbro3. C nero ce uen?r:

- ona3BaHe xa o6ruecrseroro 3ApaBe u 3ApaBero Ha xHBorHHTe, 3arlrlTara
u xyMaHHoro orrrorleHrre IcbM Trx, KaKTo rr tapaHTHpaHe 6egonacsocrta sa
xpaHr.ITe oT xLrBoTr{HCKU rrpOl43XOA r.I Ha OKOJTHaTa cpeAa;

- no-eQexT NrHo pe raBaHe Ha npo6letrure, cBT,p3aHr4 c an:ruurxpo6uara
pe3LICTeHTHOCT;

- TIAM€LN'BAHE HA a,qMr.rHr,Icrparr.rBHara rexecr Bbpxy 6urseca u

KbM rrpoeKTa Ha 3arcou 3a H3MeHeHIte rr AonbJrHeHrre na 3arcoua ra
BereprrHapHoMeArlrItlHcKara geft Hocr



peryJraTop,rTe, KaKTO r-r HacspqaBaEe Ha rrHoBarllrr{Te;
- yBeJrr{qaBaHe Ha HaJrrrlIHOCTTa Ha BeTepr4HapHr.r JreKapcTBeHrr npoAyKTn B

Eaponeftcxux crros;
- no4o6pxnane $yuxrluouupanero Ha fla3apa na Eeponefcxrl, cbro3 Karo

U'JIO.
Pernauesm'r flpeABHxAa pe.qxqa cr[recrBeHr [poMeHn B npaBHoro

perynnpaHe na o6uecrseHuTe oruoureHrar, cBbp3aau c BerepuHapHure
JreKapcrBeHri npo.{yr(Ti.r r Enpoueficxz, cbro3, xoero HErflara r.r3B6prrrB€tr{e Ha
rlpoMenr.r r n 6r,lrapcxoro 3aKoHo.uareJrcrBo. Teu npouexr.r nafi-o6uo ca
cJre.{Hr.ITe:

- [poMJ{Ha B TepMuxoJroruflTa - r.r3noJr3BaHoro s Aeicrsauls 3aron sa
BereprdHapHoMe.{[qr{HcKara gefiuocr (3BA) [oHqrr4e
"BereprrHaptoMeAlrqllHcKr4 [poAyKTu" cJreABa Aa ce 3aMeHH c [oHrrr4ero
"rereplrnapulr JreKapcrBeHH rrpoAyKrr.r" ;

- npoMrftra s Aeficrsanu{Te perynaropnu (luqeu:uouxr) pexuuu -
JIrueH3HTe u ynorpe6a, 3a npor.r3BoAcrBo, 3a r6proBx, Ha eApo r.r 3a raproBu,
na 4pe6uo, cne.qBa ga 6'ngat 3aMeHeur.r cborBerHo c pa3perrreur4, 3a rr,proBr4r,
3a [pon3BoAcrBo 3a r6proBr,r, Ha eApo u rbproBm na 4pe6no, nopaArr Koero
ABpxaBnre qrreHKH rpx6aa Aa pernaMeHTupar nporleAypl no u3AaBar{e Ha re3u
pa3perxeHx, Lrjlu oTKa:| 3a r{3AaBaHeTO I{M. KaKTO U 3a CnxpaHe Ha TrxHoTo
geicrrue, orMrHa r{nx rpoMrHa Ha ycJloBr{rra Ha r.r3Aa,qeHure pa3pe[reHnc;

- BCUqKr,l pa3perrreHr.rfl 3a T6proBr.l, c BeTepr.rHapHH neKapcTBeHr{ flpoAyKTr.r
cJIe.{Ba,4a ca 6ercporrHu, a He KaKTo Aocera Karo Jrr.rrleH3r,rre Aa ce x3.rlaBar
riapBoHarla.IlHo c6c cpoK Ha BaJrltaHocr 5 roguuu, creA Koero Aa Morar Aa ce
noAHoBrBaT;

- BbBex,qa ce pexxM 3a perlrcTpauafl Ha npox3BoA}lTeJrr.r, BHOCrrTeJrr.r ,r
gacrpu6yroprr Ha aKTltBHI,r BerrlecrBa 3a BereplrHapHoMe.qpluxHcKr,r ueJrri,
EopaIx Koero e neo6xoAuuo AbpxaBure qJreHKr{ Aa perJlaMeHTr.rpar B
HaIIIIOHZUTHOTO Cr.r 3aKOHOIaTeJTCTBO nporleAypH 3a r43BbprrrBaHe Ha Ta3r.t
perr4cTparlr.rfl;

- BbBexAa Ce HOBa KaTerOpI4, npOAyKTLI - LIHa(TLIBHI.I LiM),HOIOrI,IqHI,!
BeTepIIHapHrr neKapcTBeHr-r [poAyKT]I, KOr.rTO Ca [por{3BeAeHr.r oT naToreHr.r H

aI{TUreHrr, noryqeHr.r oT xr.rBoTHo r.rJrr.t oT xr4BoTEL B enr,l.4eMr{olorurrHa
EAI,IH}lIIA;

- BbBexAa ce perynaqlu Ha HoBn BI.rAoBe 4efinocrr, Karo flapareJrHa
TbproBu.,r c BerepuuapHr.r JreKapcrBeHu [po.q]'Krlr B paMKr.rre ua Enponeicrur
cr,Io3 u rlproBr,r, or pa3crorune ua .qpe6no c Berepr.raapHu JreKapcrBeHu
IpOAyKTLI, nOp4IIIr KOeTO AbpXaBLITe qIeHKIt CIeABa .qa pernaMeHTr{paT
[paBunara 3a pa3pelrlaBaue [t3BbpluBaHero Ha reu geiuocru rra Hallr{orrrrJruo
HIIBO;

- BbBexIa ce pexr-rM 3a perl,lclpauff, Ha HrKor4 (aTeropfir4 xoMeo[aTnqH]t
BeTepr4HapHlt JreKapcrBeHr.r npoAyKrn, nopaAlr r(oeTo AbpxaBr.rTe qJreHKr,r cJreABa

Aa pernaMeHTr4paT HarI[oH:rJrHrl flpoqe4ypu n r,r3BaprlBar{eTo Ha raKaBa
perrrcTpaur4f,;

- BbBex.qa ce H3I.tcKBaHe AbpxaBr{Te qJIeHKLI Aa Cb3.qaIaT HrKOr,I



npoqe.{ypB, HeooxoAr.tMr.r 3a H3rEJrHeHUe Ea pa3[ope.q6r.rTe, cB6p3aHn c
yrroTpe6ara Ha BeTepr.rHapHr.r JreKapcTBeHr.r [poAyKTr.r, BKJrroqHTerHo c orjreA
orpaHHqaBaHe Ha aHTr.rMr,rKpooHaTa pe3r{cTeHTHocT, KaKTO r,r rO OTrroureHue
BOAeHeTO Ha AOKyMeHTaTIET OT Jtr{qaTa, nolJrexallll,I rra KoHTpon;

- B6BeX.4a Ce r{3IlCKBaHe AtpxaBiTe qJreHKr.r Aa cs3AaAaT [OAxOAflUtr
cr{cTeMri 3a cr,6r{p€rHe H o6e3BpexAaHe Ha oTnaAbur.rTe oT BeTeprrHapHETe
JreKapcTBeHr{ [poAyKTr,r;

- BCBeX.qa Ce Lr3ucKBaHe AGpXaBr.rTe qJreHK[, B C6Tpy.{Hr.rrrecTBo c
Eaponeicxar:a areHrlt4, no JreKapcrBara, Aa ocur)?rr cb3AaBanero u Aa
) {acrBar B rrogbpxaHero Ha 6azara aawu ua Eapoueicru.fl crro3 orHocHo
pa3perrreHrrre 3a rbproBlu Berepr.ruapHu JreKapcrBeHr.r [poA]xrr.r, 6a:ara 4anNu
sa $apruaxonorraqua 6Auremrocr a 6agara AaHHfi 3a rrpor.r3BoAcrBo r.r rtproBuf,
Ha eApo c BeTepr{HapHI,r neKapcTBeHr,r [poAyKTn.

HesasficlN.to or o6crosrercrBoro. r{e ctrJracHo .rr. 288 or [oronopa ra
$yrxrlr-ronr.rpaHero Ha Erponeicxm cbro3, perJrzrMerT:br ce flpuJrara flprxo r{ e
3aabJrxr4TeJreH B cBorTa urJrocT 3a AlpxaBr4Te qjreHKrr, Te cJreABa Aa ra3BrpulaT
npoMeHr,r B HarIr{oHaJrHoTo cr{ 3aKoHoAaTeJrcTBO, CB}p3aHO C BeTepr4HapHr.rTe
JreKapcrBeHr.t [poAyrffr.r, 3a Aa ce c63AaAar Heo6xoAHM[Te ycJroBr.rf, u npaBHu
[porleAypn, KoiTo ca Heo6xo,qHMr4 3a [bJrrroTo npr.rjraraHe Ha perJraMeHTa, B
TOBA q}tCJIO AA PEUIAMEHTI,IPAT I,I IPABI4JIATA 34 HTUIATAHE HA A.IM}IHI{CTPAfl,iBHI.I
HaKa3aHr.r, Ha HapyrrrHTeJrr.rTe Ha a3rrcKBaHr.r{Ta Ha peDraMeHTa (CbrracHo
pa3nopeA6ara Ha.c,r.l37 or cluqua) r .ua Horr{q)nqupar EBporeficKara KoMacr4,
oTHOCHO Te3H IIpaBr.rJra.

C npzerrlaxero Ha apoeKTa sa 3axon 3a H3MeHeHrie H Ao[bJrHeHI{e Ha
3arosa 3a Berepr,rHapHoMeAr{Il,HcKara 4etaocr ure ce [ocrrrr,e rr6JrHo
xapMoHrir3r.rpaHe c rr3r4cKBaHero Ha Per:raueur 3a r,r3rr6rHerrr4e (EC) 20211520
KoMrrereHTHErr opraH (r crryvar Bt.urapcrara areHrlr.I{ no 6e:onacuocr na
xpauure) ,[a flpe,{ocraBu Bb3MoxHocr 3a rapaHTr.rpaH Aocrbn Ha crorraHr{Te Ha
xr.rBorHr.l Ao HHibopMauHrra 3a xr4Borrrrire ,rN.r s 6a3ara AaHHtr, noAAT,pxaHa or
KOMrreTeHTHn' OpraH, KaKTO 14 C r,I3UCKBaHr.trTa, oTltocHo BeTeplrHapHr{Te
reKapcrBeHI'I npoAyl(Ta, Kolrro cbluecrByBar B HaIIrIoHztjlHoro 3aKoHoAareJlcrBo
c re3[, npeABr{AeHr.r B 3a(oHoAareJrcrBoro ua ErponeicKr,r, cbio3 B T€Br.r

o6nac:r.

BHOCI{TEJII{:
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TIPEABAPI4TEJIHA OIIEHKA HA B'I,3AETCTB}IETO

Ha npoer$a Ea 3aKoH 3a [3MeHeHrre rr AorrbJrlreHrre Ha
3axona 3a Berepfl HapuoMearruHHcKara Aefiuocr

I. OcnosaHug Ha 3aKoHorare.lrHara tlHrlunarlrBa

llpuelranero Ha [poeKTa na 3arou 3a ]r3MeHeHlte r,r AonbJrreur{e Ha
3axoua 3a Berepr.rHapHoMeAr.rrlriHcKara AefiHocr rtpor.t3Ttlqa or ueo6xo4ttuocrra
3a H3BbprrrB€tHe Ha clerrrHE flpoMelrfi B HaIII{OHtUTHOTO 3aKOHOAaTeJTCTBO, B
HJIKOJIKO ACIEKTA:

I . flo o'rnoureHr{e Ha r.tr$oprr,rauuxra 3a

BceJIcKocToIIaHcKH XHBOTHLI, OTTJIeXAaHI,I

floAJrexaru[ Ha perrcrpauut no ur.. 137,
BerepnHapxoMeAr,rurrHcxara Aefi rocr:

Or 21.04.2021 r. ce rpr4nara Peraauesr 3a lr3rrbrrHeHrre (EC) 20211520 na
Kol.u.rcusta or 24 uapr 2021 r.3a onpe.qenrHe Ha [paBrrJra 3a flprirnarar{ero Ha
Per,rauenr (EC) 2016 I 429 sa Enponeficrrr naprrzuetrr n Ha Clsera uo
oTHorrreHr.re Ha [pocJreAr,rMocTTa Ha HfKor.r oTrJrexAaHH cyxo3eMHr4 x[BOTHr.r,
BMeHrBaru 3aA6JrXeEUe Ha KOMrreTeHTHr4' OpraH Aa rrpe.{ocTaBr.l B53MOXHOCT 3a
rapaHTr.rpan Aocrafl Ha cron€ruuTe go nHiboplaaqvsra 3a xr,rBoru]rre r.rM B

6asara 4anxr Ha KoMrIereHTHru oprau.
Ilpr,r palrnvull o.qHTHH Mr{cur{ Ha ercneprx o.r Eaponeftcxara KoMr.rcH, ca

orrrpaBrurl flpeflopb(r.r rru Eurrapcxara areHrlr,lq no 6erouacuocr Ha xpaHrire
Aa npeArrpueMe AeicrBar rro ocfiryprBane aa uNQopMarrlrrra 3a floAaBa]lrrre
)tseAoMneHLIg or co6crseHfirlr.rre Ha xr.rBorHoBbAuu o6errn B eJreKTpoHeH BnA.
I-{enra e Aa ce ocurypu npocJreAr.rMocr 3a c[a3BaHero Ha 3aKonoBr,rre cpoKoBe
or crpaua Ha co6cr:geullqrre/nonsaareJrr.rre Ha xr4BornoBt.qHute o6exru ta
yBe.qoMrBare 3a HacrsrrnJllr npoMeHa 868 Br,tAa u 6pot Ha orrJrexAarrlre or r.nx
xrrBorHr{ r.r 3a BbBexAaHe sa neo6xoAr.rlrara zrSopMarlr, 3a re:u cr6urus s
Hudopuartr,roHHara cucreMa Ha Elnrapcxara areHrrr,rx no 6eronacHocr Ha
xpaur.rre or crpaHa Ha perficrpuparr]r, Berepr{Hapeu ner(ap, xofiro o6crryxaa
reefi o6exru. Tora uqe no.uo6pr.r [pocJreAr,rMocrra rro xparrureJruara Bepr.rra t.t

rqe rroBnltra HHBoro na 6egonaurocr no orHottrexr.re 3ApaBero Ha xopara tl
XI,IBOTHATC.

2. flo ornorueHr{e Ha Berepr,rnapHoMe.q[rlr{HcKr.rre npoAyKTr4 - 868 Bpb3Ka
c Brrr.r3auero B clrna, cqr,rrauo or 28 xnyapu 2022 r., na Pernauesr (EC) 201916
ua Eapone[cKr.rfl [aprraMeHT u Ha Ctgera or I I 4exervrnp u 2018 r. orHocto
BerepnHapxr.rre lIeKapcrBeHI{ [poAyKTIl H 3a orMflrra Ha .{rperruaa
200182/EO:

Pemauen,:sr tqe ocr,rrypfi Aerailno [prrBuo peryJrrrpaue Ha Bc[qKr.r
B1npoct{, cBsp3aHu c BeTepr.rHapHr{Te JreKapcTBeHrr [poAyKTr,r B paMKr{Te Ha
Eeponeficxr.ra c6ro3 rr r.rMa cneAuure ocHoBurr rleJrr.t:

a:l

B!3r{}rKHaJII4 cb6rarr,rs c:bc

xnBorHoBBAHr,ITe o6eKTH,
1 u ur. 1I or 3axona ra



- ola3BaHe Ha o6uIecTBeHoTo 3ApaBe r.r 3ApaBeTo Ha xr-rBoTHHTe, 3arrlr,rTaTa
ri xyMaHHoro orHortreHr4e KbM TSX, KaKTO r-t raparrrr.rpaHe 6eaonacnocrea na
xpaHr,rTe oT xr.rBoTrHcKr,r [porr3xoA r{ r{a oKoJrHaTa cpe.qa;

- no-eQerruano pelraBaHe na upo6leuare, cBlp3aru c anruuurpo6uara
pe3 oTeHTHOCT;

- HaMzurrBate Ha aAMr.rHI,Ic,rparEBHara rexecr Bbpxy 6rgneca vt
pef yJraTopr{Te, KaKTo I,I HaCApqaBaHe Ha r{rroBaur.rr.rTe;

- yBerrirraBaHe Ha HaJrurrHocTTa Ha BeTepr.rHapHr.r JreKapcTBeHri rrpoAyKTrr B
Eaponeficxr.lx cuos;

- rroAo6prBaue $ynrqr.ronnpaxero rra fliBapa ua Enponeicx[, c6]o3 Karo
U-,JIO.

Perrarrlesrrr npeABr.rxAa peluqa crrqecrBeHri rrpoMeu[ B npaBHoro
peryJrapaHe ua o6qecrseur,rre orHorrreHr.rr, cBbp3aur{ c BerepuHapH[rre
neKapcrBerrfi npoAyrcE n Euponeficxu, c6ro3, Koero rrEurara r.r3BaprrrBaHe Ha
[poMeHu ri B Haur.roHaJruoro 3a(ouoAare:rcrBo. Te:r npoueux safi-o6ruo ca
CJIEAHI4TE:

- [poMrHa B TepMItHOJIOrbflTa - r.l3rIoJI3BZlHOTO g AeiCrSaUIUr 3aXOg ta
Berepr,rHaprloMeAr.IqllHcKara geftnocr IIoHrrr.re "oerepuuapuoMeArrrlr.rHcKlr
npogyxrn" cneABa Aa ce 3aMeHr.r c noHrrr.rero ..rereprnxapnv 

JleKapcrBeur.r
npo.4yxrn";

- [poM{Ha a 4eficraaqure peryJraropxu (;rzqensnonnr,r) pexurraa _
JruueH3ure sa ynorpe6a, 3a [por43BoAcrBo, 3a rbproBr.r, Ea eApo n 3a r6proBr.{,
ua 4pe6no c BereprrrapHo-
MeAurrHHcKr-r npoAyrTr.r, cJIeABa ,qa 6bAar 3aMeHeHr.r cborBerHo c pa3perxeHu,
3a T6proBr.rr, 3a npor.r3BoAcTBo, 3a TbproBl.t, Ha eApo lr TrproBu, na 4pe6uo c
BeTepnHapIIIit JIeKapCTBeHI,I flpO,UyKTIr, nOpaAI4 KoeTo AbpxaBnTe qJreHKr,r rpt6&a
Aa perJraMeHTr.rpaT rrporleAypr4 no r,r3AaBaHe Ha Te3r4 pa3perrreHr.rs H.,,rI{ oTxa3 3a
H3AaBaHero nM, Ka(To r{ 3a cn[paue Ha rrxrroro 4eficrrae, orMflHa TIJIL
npoM.f,Ha Ha ycnoBr{rTa rra H3AaAerrr.rTe pa3peureHr.rfl;

- BCLtrrKr.r pa3perueHr{, 3a TbproBr{r c BeTepuHapHr4 neKapcTBeH[ [poAyKTr.r
cJreABa 4a ca 6eacpout , aHe KaKTo e [peABr.rAero B Aocerlrrrrrara HopMarHBIra
ype.{6a, ctrJracHo Korro Jrr{IIeH3rlTe ce r{3AaBar [bpBonaqaruo ctc cpoK na
BEUrr/TAHOCT 5 rO.{UriU, CJreA KOeTO MOfaT Aa Ce noAHoBrBaT;

- BbBexAa ce pexHM 3a per[c1pa[r{, Ha npor.r3BoA}rTeJrr{, BHOCr.rTeJrr4 r.r

gucrpu6yropra Ha aKrHBHr.r BeqecrBa 3a Berepr.rHaprroMeAr.r{}rHcKr,r qen[,
nopaAr,r Koero e reo6xogruo AlpxaBure iureuKu Aa perJraMeHTr.rpar B

Haqr.roHaurHoTo cx 3aKoHoAaTeJrcTBo flpoqeAypri 3a I{3BSpruBaHe Ha Ta3I.I
perurcTpaqfls:

- BbBexAa ce HoBa KaTeroplr, [poAyKTI.{ r.rHaKTLIBH,r ltMyHOnOrUr{HU
BeTepHHapEr.r JreKapcTBeHr.r npoA),KTlr, (or.rTo ca [porr3BeAeHr.r oT naToreH]l r4

aHTLIIeHII, IIOIyq€HI,I OT XI4 BOTHO firfll OT XITBOTHU B enLIIeMI,tOJIOrUqHa
EAI{HI4IIA;

- BrBexAa ce peryJrarllt, Ha HoBLI Br.rAoBe 4efiuocru, Karo [apaJre,J'Iua
TtproBlt{ c Berep}rrapHrr neKapcrBeHr.r npoA}'KTr,r B paMKure na Enponeficrnx
cbro3 H rbproBr,rc or pa3crorHrre Na gpe6uo c BereprrHapHrr lreKapcrBeHr.r



npoAyr(Tu, nopaAr.r KoeTo AbpxaBuTe qreHKr.r cJre.qBa ,qa pernaMeHTr.rpaT
rrpaBKnaTa 3a pa3per[aBaHe r.r3BbptrrBaHeTo Ha Te3r.r Ae[HOCTr.t Ea HaUr{OHa.rrHo
HI.IBO;

- BbBex,qa ce pexr.rM 3a perucTpaqrrr na HrKor{ KaTetopuE xoMeoflaTr{r{Hr.r
BeTepr.rHapHrr neKapcTBeHr{ flpo.qyror4, nopaAn KoeTo ABpxaBHTe rrJreHKr,l cne.uBa
Aa pern€IMeHTHpaT HarI[OHZUTH}r nporleAypl,I 3a ra3BBpIxBaIIeTO Ha TaKaBa
perxcTparlr4q;

- BBBe)KAa Ce H3r,tcKBarre AbpxaBr.rTe qJreHKI1l Aa gb3AaAaT rrrKor.r
npoueAypr,r, Heo6xoAHMr.r 3a r,r3flbJrHer{}re Ha pa3nopeA6xTe, cB}p3aHr.r c
y[oTpe6aTa Ha BeTep]tHapHr4 neKapcTBeHr.r [poAyKTr.r, BKnroqrrTejrHo c orne.q
orpaHHqaBaHe Ha alrTl.tMr.rKpo6HaTa pe3HcTeHTHOCT, KaKTO r.i IIO OTHOrtreHr,re
BOAeHeTO Ha AOK)'NreHTarI[C OT Jrr.rrlaTa, [oAJrex2rru Ha KoHTpoJr;

- BBBex(Aa Ce r.r3lrcKBaHe AspxaBr{Te qJreHKrr Aa cb3AaAaT [OAXOArrrItr
cHcTeMrr 3a cB6HpaHe n o6e3BpexAaHe Ha orrra4sur4re oT BeTepnHapHr.rre
JreKapcTBeHr.r npoAlxTn ;

- BbBexAa ce H3r.rcKBaHe ASpXaBnTe qJrerIKIr, B cbTpyAHr.rqecTBo c
Erponeficxara atefl\ufl no JreKapcrBara, Aa oc[ryprr c!3,uaBaHero r.r iqa

) {acrBar B noAArpxaHero Ha 6a3ara .{aHur.r na Espoueficxu, ct ro3 orrocHo
pa3perrreHrrTe 3a T6proBr.r, BeTepr.rHapHn neKapcTBeHr.r npo.q),KTrr, 6asara aaauu
sa dapnaaxonoru.rua 6gure.nuocr u 6a:ara AaHHr.r 3a rrpor43BoAcrBo rr rlproBr4,
Ha eApo c BeTepr.rHapHx JreKapcTBeHr.r [poAyKTr.r.

Hegasucl.tlro or o6crortelcrBoro, r{e cbrJracuo .rr. 288 or .(ororopa ra
$yHrqronupaHero Ha Eaponeftcrux c6ro3, perJraMerrr:r,r ce np[Jrara [prKo rr e
3aIbJrx[Te]IeH B cBorTa u_fillocT 3a Atpx0Br4Te qJreHKr{, Te cIeABa Aa r,l3B6p[raT
npoMeHI'I B HaIIrIoHzuIHoro ca 3aKoHoAareJrcrBo' cBbp3aHo c BerepI{HapHI.ITe
ne(apcTBeHx [poAyKTH, 3a.Ua Ce Cb3AaAaT seo6xo,[aNaure ycJroBx, 14 [paBHI4
npoueAyprr, KoITo ca Heo6xoglrrr,fll 3a [sJIHoro nprrJraraHe Ha perJraMeuTa, B
ToBa qucJlo Aa peraaMeHTupar u rlpaBnJlara 3a Ha.r'IaraHe Ha aAMLIHr,rcrp a:rvtB,.,u
HaKa3aHr.t, Ha HapFlnTeJrr{Te rra r.r3r4cKBaHHrTa Ha perJraMeHTa (cbrracHo
paeuopea6ara Ha.r;r.137 or cnqur) rr Aa Horr{Ouuapar Eaponeficrara KoMnc[,
oTHOCHO Te3r' IIpaBNJra.

II. 3arurepecoBaHH rpy[r

OcuosHara rpyna 3alrHrepecoBrruri Jrurla or nprreMauero Ha npoexTa Ha
3axon sa ri3MeHerrre Ir Ao[bJIHerrEe Ha 3axoHa 3a Berepr.rHapuoMeAr.rqr.rgcKara
AefiHocr ca rlpeAcr€rBrrreJru Ha 6xsxeca (upurexare;m Ha narleu3r.r ra yuotpe6a
Ha BeTepLIHapHoMeAI{UI,IHcKlr [poAyI(TLI, flpoll3Bo.(rrTenn r.r TbproBrlr4 Ha eApO LI

Ape6Ho c BereprlsapuoMeAr.rrlr4Hcrrr npogyxrr.r). 3arcououpoexrur cb.[bpxa
pa3nopeA6r.r, KoI,ITo rir3rlsro pern€IMeHTLIpar uSt4c]KBarif.flTa 3a [polr3BoAcrBo u
TSproBr.r, c BeTepuHapHu JreKapcTBeHr.r [poIyKTx n ycJroBr,rrTa, Ha Kor4ro
cneABa Aa oTroBapf,T 3allHTepecoBaHr.rTe JMrIa, 3a Aa rroJrr{aT pa3perneHr_re 3a
ocrblrlecrBrBane ua caorBernr.r:re qeinocrr, cB6p3al{}r c Berep[uapur,{Te
IeKapcTBeHr.r lrpoAyr(T .



3arlarepecona*r4 ca co6crnenaqure,r noJr3BareJrr.rre Ha xHBorHoBbAHr.r
o6exra, perlrcrpr{paHr.r no qJr. 137, €rJr. I r.r iur. I I or 3axona ea
Berepr4rrapHoMe.qnrlrrucKara 4efinocr, Ha Koriro rrle 6.sAe ocfirypeHa
Bb3MoxHocr 3a Aocrln ao rn$oprraaqr{oHaara cxcreMa Ha BAIX, c qen
cBoeBpeMeHHo [oAaBaHe Ha uu(foprrlaqHr, cBbp3aHa c [poMeHr.t n 6por r-r ruga
Ha orrnexrzlHr.rre or r{x xI,IBorH}t I{ noBlrmaBaHe esexnrauocrra Ha KoHTpOJra
3a .(ocroBepnocrra Ha AaHHure n uxSopuaqnoHHara cr.rcreMa.

3annrepecoaaHa or np[eMa,ero Ha 3a*o,olpoeKTa e r.t Erarapcxara
areHr-u, no 6esonacfiocr Ha xpaH[lTe, Korro e o$nurannurr KoM[ereHTeH
opraH 3a ocbtqecTBrBaHe, ynpaBJreHr.re lr KoH,rpoJr Ha
Berepr{HapHoMeAr4tlr.rHcKara Aefinocr ro cMr.rctJra aa v.n. 4, naparparp I or
Per,rauenr (EC)20171625 na Eaponeficra, rapnaMe,r u na crsera oi l5 ,upt
2017 r. oruocxo oQr.rqualarx KoETpon ff Aplrnre oQr.rquanrn Aefinocrr,
I43BBPIIIBAHI.I C UEJI AA CE TAPAIITI'PA IPI,IJItITAHETO HA 3AKOIIOAATEJICTBOTO B
o6racrra Ha xpaHlrre u tplpaxure, npaBr.rJlara orxocgo 3ApaBeo[a3Bagero Ha
xLtBoTHLITe r.r XyMaHHoTO OTHOr[eEr.re ICbM Tfx, 3ApaBeTo Ha pacTeHr.rrrTa r.r

npoAyKTnre 3a pacrareJrHa 32rr1ara, 3a r{3MeHeH e Ha perJraMeHTr, (EO) No
99912001, (EO) Ne 3961200s, (EO) Js 1069t2009, (EO) Ne tt07t2o}s. (EC) Ne
1151t2012, (EC) Jlb 6s2120t4, (EC) 2016t429 u (EC) 2ot6t203t Ha
Erponeficxr'rx flaprraMegr u Ha crnera, perrraMeHrrr (Eo) Il! 1/2005 u (Eo) Nl
109912009 na Crsera H Ar.rpeKrzBr.r 98/58/EO, lgg9l74fr,O, 2O07l43lEO,
20081119fr.O u 200811201F.O na Claera, 3a orMrHa Ha peruraMeHrra (EO) Ns
85412004 u (Eo) Nc 882/2004 na EaponeficKfi, napnaMe,r r4 Ha craera,
AlrpeKrraBr4 89 I 608 lEl4O, 89 I 662 IEI4.O, 9 0 I 42 5 

,EWO, 
9 | I 49 6 lEkIO. g 6 I 23 lEO,

96/93/Eo u 97l78lEo na Crgera z Peruenue 9zl43\/Er4o na crsera, KaKro H
oSuquannur KoMrrereHTeH opraH, ocbuecrB.sBarrr KoHTpon cbrJracHo
r43HcKBarrrrrra sa PernauesT (EC) 201916 na Enponeficxfi, raprraMeHr r{ Ha
crsera or l1 4exeuryt 2018 r. orgoc*o Berepr{Hap,rrre JreKapcrBeHr.r
npoAyKrra H 3a orMf,Ea Ha,(upexraaa 200ll82lEO.

C ue,r 4a ce xapMoHl.l3r.rpar r.r3r{cKBarr[{Ta orHocHo BblpernHr{, [a3ap Ha
BerepHHapHr.rre JreKapcrBeHr.r npoAyKT[r n Erponeficrr,rr cbro3 rr Aa ce ocr4ryprr
no-4o6pn ycnoulrs ra cno6oAnoro lrM IBr{xe}r[e, c npoeKTa na 3axos sa
I,I3MeHeHr{e I{ AorIT,JIrIeHr.re xa 3axoua 3a BerepnHapgoMeAr.r[I.tHcr(ara gefinocr
CC YCTAIIOB'T IIPABI,IJIA OTHOCHO IIPOIIEAYPI-ITE 3A PA3PCIIIABAHE HA BCI,IIIKI,I
4e uocrz, cBbp3anr.r c re3r{ [poAyKTH, TaKa qe 4a ce o6erneqar eAHaKBu
ycJloBr,r, 3a pa3rnexAaHeTo Ha BCI{qKIi 3AflBneli.yrfl v [a ce [p]rnara
ynuSuqupana HopMarr.rBHa ype46a 3a BcrlqKH 3ar{HrepecoBau crpaH .

III. Anannr Ha pa3xoArr rr no.,.r3n

flpegnoxeuuxr npoeKT na 3arox 3a r.r3MeHe,r-te u Aoflr,r'eHrie ua 3axoira
3a Berepr{EapHoMel[qr.rHcKara Aeftnocr He rrpeABr.rxAa AorrbJrHrrrenHr.r
xKoHoMr.lqecKn r,r ny6luvuu pa3xoAr{, cBbp3aHlr KaKTo c ocbrqecrBrBaHe Ha
o$l,lqlla.rrHras KoHTpoJr BT,pxy BerepnHaprrrire JreKapcrBeHH [po.rIyKTH, Ta(a 14 c



OCBUIECTB'BAHC HA ACfiHOCTTA HA 6I,I3HECA B TA3I,I O6IACT, A TOIIHO O6PATHOTO -
T'XHOTO HtIM{LIISBAHE.

C BtBex.qauero Ha HoBr.ITe HopMarrBHr.r ll3rcrBaHri, qe orrraaHe
rr3r4crBaHero 3a no.urroB{BaHe Ha Jrr.rueH3 3a ynorpe6a Ha
BeTepr.rHapHoMeArlrrlltHcKfi [poAyKTr.r, (aKTO [peABr,tx,4a 4eficrnarqlis 3axor sa
BerepllHapHoMeAxrlr.rHcKara lefinocr. paspemeur.rrra sa rbproBlr_f, c
BeTepr{HapHr4 Jre(apcTBerru npoAyKTr4, KOTTTO Ce npeABUXIa Aa 3aMeHrT
Jrr{rleH3r.rre sa ynorpe6a Ha BerepnHapHoMeAr.rqr.rHcKri [poAyKTr.r, rue 6rga.r
6escpovnlt n lqe orna.qHe H3I{cKBaHero 3a 3annarrlaHe Ha rar<clr 3a rtxHoro
noAHoBf,BaHe.

Brnexla ce Kareropfl, or [poMeHr/t B pa3perueHr,r fl"ra 3a rtproBll Ha
BerepuHapHH JIeKapcrBeHI{ [poAyKTI'I' Kolrro He [3I-IcKBar Lr3BbpIxBaHe Ha
oueHKa or crpaHa Ha KoMIrereHTHLL opraE (EABX), Koero 3Haq[TeJiHo rue
o6rex'ra KaKTo fipvrexareJr]ITe Ha re3LI pa3pelxeHn.rr, TaKa H Errrapcxara
ATEHIII,Lf, NO 6CSONACUOCT HA XPAHI{TC, }t IIIC HAMAJII.I PIBMEPA HA AbJIXUMI,ITE
TAKCI,I.

C npeg,raraHna 3arononpoeKT rle ce ycra'oBrr BrrcoKr.t craHAaprx 3a
KaqecrBoro. 6egonacuocrra u eQnxacrocrra Ha Berepl,IHapHlrre JreKapcrBeHI
npoAyrru c uen rapaHTr,rpaue 32rr{ETara ua o6rqecraeHoro 3.qpaBe x 3IpaBero
Ha xHBorHI'ITe' Kalcro I'I HaMaJITBaI{e Ha pnc(a 3a 3aMbpctBaHe Ha oKoJlnara
cpela c ocTaTbur.r u orraKoBKu OT BeTeprrHapHr JreKapcTBeHr.r [po.4yKTn.

c upegraraar,, npoe*T na 3axox 3a r.r3MeHeHae E AofibJr,e'r{e ga 3axona
3a Berepr,rHapHoMe.q[qr{HcKara lefinocr, c xofiro ue ce ocrrypH [6JrHoro
nprrraraHe Ha 3ucKBallrrrra Ha Perranaeu, (EC) 20 19/6, ce rapaHrr.rpa ro-
,uo6pa arQopM[rpaHocr na o6rqecree,ocrra n Eaponeficxr, 

- 

"rro, ,p".
oc[ryprBaHe Ha Aocrbri .qo 6asare AaHHH 3a pa3perrreHHTe 3a rbproBr.r,
BerepHHapHH JreKapcrBeHr.r Ilpo,(yr(Tu, :a saprr.raxororuvHa 64zrelHocr r{ 3a
IIPOI,I3BOACTBO I4 TbPTOBII' HA EAPO II APC6UO C BETEPI4HAPHI'I JIE(APCTBEHI{
nPorYxru.

C npueuaxero Ha fipoe*Ta ga 3axon 3a r.r3Me,eu,e , Aorrb,r'eHne Ha
3axosa 3a Bereplr,apHoMeAr4rluHcrara 4efinocr ue ce flpeAnplreuar 4eficrrua,
KOr{TO B(JrrOqBar 3acr4JrBaHe Ha pa3yMlrara yno'fpe6a sa anrxuurpo6nz
cpe.qcrBa, as6qrsaHe Ha rtrxHoro pyrr.rHHo ri3rror[3BaHe ra upo$anaxr irru ,
uera$N.naxrtqHr.r rlern, ue ce npeArrpueMar Aeficrallg au o"p"rrrurarre Ha
ynorpe6ar:a npu xr.rBorHr,rre Ha axruuurpo6xfi cpeacrBa, Korrro ca or
peIIIaBzrrIO 3rraqeHr,re 3a [pe.uoTBpaTrBaHe uJfit JrerreHHe Ha
xuBoro3acrparua3arrlu zuoexur.Ix npH xopara, Ka(TO H HaolpqaBaHe r.r

crrrMyJrr.rpaEe ra paspa60rraHero Ha HoBlr aHTr4Mr{rpo6rn cpeAcrBa. II{e ce
rapaHTr.rpa, qe ernxerure Ha BerepuuapaaTe antuuurpo6nu cpeAcrBa
cr,ABpxaT [oAxo.qrrqn npeaynpexAelf,l/.fl u yr.asats,:afl .

floaeqero Berepr.rHap,r4 Jre*apcrBe,r.r npo.qy*Tr,r Ea na3apa r EC ca
pa3perleHH no HarIaoHaJrHr, [poueAypr4. Jluncara Ha xapMoHr43aur.rq B Kparxr.rre
XAPAKTEPIICTIIKI,I HA BETEPIIHAPHI,ITE JIEKAPCTBEHI4 NPO.qYKTI,I. PA3PEIIIEHIi NO
HarIr4oHa.JrHa [polleAypa B noBeqe oT eAHa Abp)raBa r{JIeHKa, Cb3AaBa
AOTISJIHIITEJIHH A HEHPI{EI4 IIPEqKH 3A .IBI.IXEHI,IETO HA BETEP}THAPHI,TTE



JreKapcrBeHr, trpoAyxra B cbro3a. Ilopaar roBa c rlpeAfloxeHus npoeKT Ha
3axoa :a rr3MeHegr.re ri AorrtrgeHr{e sa 3ar<oua 3a Berepr.rgaprroMe,[{rlrrHc*ara
4efinocr, Kparrr.rre xapaKTepucrr,rKr,t
xapMoHlt3r,IpaHn I1o oTHOUJeHI,Ie

npeAlrnpex.qeH r.r rTa.
B npegloxeurx 3axononpoeKT e npe.aBr.rAeHo .qa orrraAHe [3r-rcKBaHero 3a

noAaBaHe Ha nepuo.qlqHr.r AoKJTaAH aa 6e:onacxocr or npr.rrexareJrure Ha
PA3PEIIEHI{' 3A TbPTOBI,I' C BCTEPUHAPHI{ JIEI(APCTBEHI,I NPOAYKTII KATO OCTABA
e.[r,rHcrBeHo r{3l.rcKBaHero 3a noAAbpxaHe Ha cricreMa aa $aprr,raroJror?rqHa
6grare.nxocr r cBoeBpeMeuno ny6nnxyaaHe rra ycraHoBegr.ITe ,e6:raaonprrr"a
peaKrlull ot ynorpe6ata Ea Berepxflapun JreKapcrBeHu npo.qyrTa.

C npe4larauz, 3aKouo[poeKT ce pernal\.{euTr.rpa no-.uerafi .nno upoqe4ypara
3A I{3BLPItrBAIIE HA IAP:IJIEJIHA TbPTOBI'I' C BETEPI,IHAPHI{ NCKAPCTBEHII NPOAYKTIT,
pa3pemeHu 3a raproBH, rro HarIHoH€rJrHa rr AerleH.rpaJrn3EpaHa npoue.qypa,
KaKTO r.r fipoqe.Ilypa no B3auMHO rrprr3HaBarre.

C npeg:raran,.f, 3aKoHo[poeKT, B c'orBercrB,e c r.r3,cKBa,r{ sra Ha
Peruranaenr (EC) 201916. ce perrraMeqTlrpa nporleAypa 3a r.r3BbprrrBage Ha
TBproBr.r{ oT pa3cTotH[re c BeTepHHapH]r JreKapcTBeHr.r npoAyKTrr.

llpe4ar.rx4a ce 4a 6rge cb3Aa[e,o o6rqo ,toro, pa3rro3HaBaeMo Ha uffJrara
Tepr'rropH.fl na Eapoueficrr.r, c6ro3, Koero rqe rro3BoJr.f,Ba Aa ce r.rAeHTnsUUxpa
AbPXABATA I{ICIIKA, B KO rO E YCTAIIOBEHO JII{IIETO, I'3B5PIIIB2rrIO TLPTOBI'{ OT

PA3CTO'HI.IE C BETEPI,IHAPEI,I JIEKAPCTBEHI.I IIPOAYKTX. IIPEANr.rXAA CE H BNUCBAHE
Ha JII{rIara' KoI4To lrre Ir3BbpIIrBar rbproBl'L or pa3croflIrr4e c BereplrHapHrr
JreKapcrBeHr.t trpoAyrrr.r n tx$oprr,raqraoHeH Mo,qyr, rofiro u1e 6rAe ny6,rraxysaH
Ha rrHTepHer crpaHr4rlara Ha Errrapcrara areHrlar no 6elonacnocr rra xpaHr{Te.

crc 3a*oHonpo*Ta 3a ra3Me,eHr-re r{ AorrbJrHe,Ire Ha 3axoua ia
BETCPIIHAPHOMEAIIIIIIHCKATA gEiNOC'r CE IPEABI,IACH HOBI.I CTCTABI,I HA
AAMNHIICTPATI,IBHI,I HAI(A3AHI{', KOI,ITO IIIE CE HAJIATAT rrA $rArr-rUCCrU U
IOPI'A}TqEC(U JII,IqA, II3BBPIIIHJI]-I HAPYIIIEHI{' EA U3IICKBAH ,ITA XA PEUAUCHT
(EC)201916.

IV. AgMfiHrrcrparrrBxa rexecr u crpyr$ypun trpoMenu

flpe4loxeurrr npoeKT ra 3axos 3a r.r3MeHeHr.re H Aorr'Jr'er{Ee sa 3arosa
3A BCTEPXHAPHOMEAI,IqI,IHCKATA gEfiUOCr HE NPEABI,IXAA A.qMI,IHI.ICTP UIIIBHII
npoMeHI4' cBbp3aHI'I crc 3aKpI'IBaI{e, cJiIaBaHe I'IJI}I cb3AaBaHe Ha HoBr4
a"qMr.rHr.rcTpaTr{BH}r CTpyKTypr{.

c npolreurre B rrpaB,oro peryn,paHe na o6ulecrnerr,Te orHo reHrr.fl.
cBt,p3aHI.I c BerepnHapHllrre JreKapcrBerlE [poAyKTH Bcr.rrrKx JII{rreH3r.roHHu
pexlrMx, npr.rJraraHr.r rrprn npou3Bo,(crBoro, ynorpe6ara 1l rbproBxrra c
BereprrHapHrr JreKapcrBeH{ npoAyrra [Ie 6lAar 3aMer{eHr.l c pa3pe[r.rreJrHx.

Karo qrao Iqe ce HaMaJrH aAMr4 HucrparnBHara rexecr, cBBp3aHa c
OCbIqECTB'BAHE HA KOIITPONA BbPXY BCTCPI,IfiAPHI,ITE JIEKAPCTBEHI,I NPOAYKTX, A
BMEHHO:

HA

HA

TatrrBa [poAyKTr{ rue 6rAar
/qo3r.rpoBrara, ynorpe6a:a vl



- rrle orna.[He r{3r.rcKBaHero 3a [oAEoBrBilHe Ha pa3pertreHrero 3a rbproBr,rf,
C BCTEPI{HAPHIi JIEKAPCTBEIIU IIPOAYKTI/T (XArtO N AOCETAIIIHATA HOPMATI4BHA
ype.q6a roBa e [peABr.rAeHo 3a nr.ruen3ure 3a yrorpi6u Ha
BETEP}THAPHOMEAI-IqI{HCKII IIPOAYKTH, KOUTO N}PBOHAqAIIHO CE I{3AABAT 3A CPOK
or 5 roguHu , cneA ToBa e ueo6xo4urrao 4a 6rgar [oAHoBeHr.r, Karo r.r 3a
rI6pBOHaqUUTHOTO l,r3,(aBar{e u 3a [o.qHoBcBaHero ce EpeABLIXAa 3ar(r2rrIaHe Ha
TaKca r{ npeAcraB{He Ha O[peAeneHr.r AoxyMeHTrr). flrnHa u ragrn60veua
oqeHKa Ha 3arrBJreHaero 3a pa3perlaBaHe Ha Aq{eH BerepnHapeH ireKapcrBeH
npoAyKT rrle ce flpaBr.t caMo BeAHbx r.r pa3perrreHHflra 3a TBproBH, tqe craHar
6escpovna;

- ule oTIIaIHe H3r.tcKBarleTo 3a [peAcTaBXHe r{a [eprroAr,IqHr{ AoKJraAr.r 3a
6egonacnocr or rrpr,rrexareJr re Ha palpe[reHr4, 3a r6proBr.r, c Berepr4napHr,r
JreKapcrBeHlt npo.qyKTx' Karo ce 3arI€BBa eAI4HcrBeHo I.t3I{cKBaHero 3a
fioiqAspxaHe Ha crrcreMa sa sapruaxo:roralrHa 64ureanocr H cBOeBpeMeHHo
ry6nr.rxyaane Ha ycraHoBerrr.rre se6naron p:,,arPit4 pealatrr{u ,p, yuorp"6uru ru
BeTepr4HapHr,r fl eKapcTBeHr,r IIpoAyKTH;

- BbBex,qaHeTo Ha [poMeHr_I, KOr.tTO rre r.r3r.rcKBaT [3B5plIrBaHe Ha orIeHKa
or Ernrapcrara aregrlnf, uo 6egonacaocr rra xpaHr.rre 3HaqI{TeJrHo ue o6reK.rn,
KaKTO [pr.rTexaTeJrrrTe Ha pa3pemeEr{, 3a TGproBr,L c BeTepr{HapHr.r
JreKapcrBeHr{ [poAyKrr{, Ta(a t,t KoMlereHrHr{, opraH (BAEX), rpr
ocbrrlecTBrBaHe Ha KoHTpoJra Bspxy BeTepr{HapHr.rTe JreKapcTBeHr.r [poAyKrr,r,

- ue ce ycTaHoBrT OnpocTeHI{ npaBr.rJra 3a npeAcTaBrHeTO Ha OlaKoB(xTe
I1 ET}IKCTI,ITE HA BETEPHHAPHI,ITE IEKAPCTBEHI,T NPOA}'KTU. I4NIPOPTTAAI?I'TA B
TeKcroBr.t Br,ra rue ce HaM€IJrr{ ,r no Bb3MoxHocr tue 6taar paspa6oreHr.r H
[3[O'3BAHI' II,IKTOTPAMI' I'r C6(PAUEHI,I' KATO 

'LITEPHATI'BA 
HA TAKABA TEKCTOBA

zn0opnaaqux. fft.rrrorpaura:re r{ ctKparqegusra ule 6rgar craugap "ru3wanLl 3a
rlqraTa Teprirropa, ua Enponeficffi c5ro3;

- 3a HTKOTI KaTetopl{x xoMeo[aTurrHu BeTepr.rHapHx neKapcTBeHfi
npoAyKrrl, BMecro pa3pemnreneH pexr{M, ce BtBexAa o6aexqeu
pemcrpaqr{oneH pex}rM, qpe3 H3AaBaHe aa ceprnQr.rxar 3a per[rcrpauur;

- JIr,rrIeH3rroHHH.rrr pexr4M 3a rrpoH3BoAcrBo rra aKTTTBHH cy6crauquu,
(oLITO Ce BKJITOTIBaT B csCTaBa Ha BeTepLrHapHoMeAXUgIrCK[Te [poA],KTI,I, Ce
3aMeH' c per[crpa[HoHeH pexHM, Karo Bcl{q(u [poli3BoAltrenu, BIrocureJI]I rd

pa3[pocrpaHI{TeJII'I Ha aKTI{BHI'I BelrlecrBa ce BIIucBar B perlrcrbp, c6 IacHo
[peABlAeHara B 3aKoHonpoeKTa [por{eA}?a.

V. Brtgeficrsre Bbpxy xopuarnsuara 6ara

B peryrrrar or flpr{eMaEero Ha npoeKra ua 3axou 3a r,3MerleHxe }1

AOrrbJIHeHIre ua 3axoua 3a Berepr.rHapHoMeAr4rll,rEoKara 4efiNocr e neo6xoAulroga 6tga't r43Br,p[reHu IIOCnerBauI[I EpoMeHr.r B cJre.{Hr4re [oA3aKOHOBH
HOpMaTI4BHr.r aKToBe IIo [pr{JraraHeTo My:

1. TapNSara 3a raKcrrre, KoHTo ce cl6llpar or Eurrapcrara areHqrif, no
6esonacHocr Ha xpaHr{Te, npr{era c flocranogrenue Ns 375 na Munuc:repcrr.rr
cbBer or 30.12.2011 r.



2. Hape,q6a Ns 64 or 16.05.2006 r. 3a ycrroBr.trrau pe1a 3a noAaBaHe Ha
un$opruaqna :a $apnraxo,iroruuua 6.4ureauocr .

3. Hape.q6a -l'lb 66 or 16.05.2006 r. 3a lr3r{cKBaur.rrra KbM
BeTep[HapHoMeAr.rqr{HcKr.rTe anTeKu.

4, Hapel6a Ns 69 or 16.05.2006 r-. 3a E3r.rcKBallrsra aa .{o6para
NPOH3BOACTBEHA IIPAKTEKA ,,PI, NPOI{3BO.qCTBO HA BETCPI.IHAPHOMCAI4III{HCKI'
npoAyKTlr r{ aKr}tBHr.t cy6c:raxqrlr.

Heo6xogutro e Aa 6rAar orMeHerrfi cJreAHure uapeA6u:
l. Hapea6a Ns 60 or 9.05.2006 r. 3a [3r,rcKBa,r{rra KbM AaHEare, Ko,ro

ctABpxa AoKyMeHTaIIr4[Ta 3a I,r3AaBaHe Ha Jrr,rrleu3 3a ynorpe6a Ha
BeTepllHapHoMeAllq[ncKr,r IlpoAyr(TH.

2' Haper6a Ns 62 or 9.05.2006 r. 3a r{3ric*BaH,rrra KbM Aur,r{r.rre Bbpxy
OIAKOBKATA I{ B JIIICTOBKATA SA YNOTPC6A HA BCTEPI.IHAPHOMEAI'TUI4HCKI IIPOAYKT.

3. Hapeg6a Ns 65 o:r 16.05.2006 r.3a,r3r.rcKBa,r.rrra KbM o6er.rur.re ra
T'bproBr,r, Ha eApo c BereplrHapuoMelr.tur.rucKr.r trpoAyrtu u I atu aKTr.rBHr.r
cy6cranquu.

BHOC[ITEJIII:

.--,fl^ att4
/t.t
', f n-2.<,4-
| \->-

h q^teo(a

J/, "n- ,1
*// \,6,,


