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PR_COD _lrecastingam

Jlezenoa na uznonzeanume 3nayu

*  Ilpouenypa Ha KOHCYJITAIUSL
**%  TIponenypa Ha 0J00OpeHHe
*#*%]  OOMKHOBEHA 3aKOHOAATENIHA Mpoueaypa (IPBO YETEHE)
*#*[]  OOMKHOBEHa 3aKOHOJATENHA MpoLeaypa (BTOPO YETEHE)
**#*[II  OOWKHOBEHA 3aKOHOJATENHA MPOIeaypa (TPETO YeTeHE)

(TTocouenara nmporenypa ce 6a3upa Ha MPAaBHOTO OCHOBAHUE, IPEATIOKEHO B
IIPOEKTa Ha aKT.)

H3zmenenusn kom npoeKm Ha aKm

HN3meHenus B 1Be KOJI0HU, BHeceHH oT [lapiamenTa

3anM4yaBaHuATa ce 0003HAUABAT C HOJIyYep KYPCUe B JSIBATA KOJIOHA.
3amecTBaHHATA ce 0003HAUABAT C NOJIyYep Kypcue B 1BeTe KosoHu. HoBust
TEKCT ce 0003Ha4aBa C HOJIyuep Kypcue B JFICHATA KOJIOHA.

B IIbPBUA U BTOPUA PEJ HA aHTETKATa HA BCAKO U3MECHCHHUE CE TOCOYBA
CbOTBETHATA YaCT OT TEKCTA B PA3IJICIKAAHUSA IIPOCKT HA aKT. Axo
HU3MEHEHUETO C€ OTHACA N0 ChIIECCTBYBAIl aKT, KOWTO IIPOCKTHT Ha aKT UMa
3a 1CJI Ja UBMCHHU, aHTETKAaTa CbAbPiKa U TPETU U YHETBBPTHU PE€M, KBACTO CE
IOCOYBaT CbOTBETHO CHIICCTBYBAIUAT aKT U CbOTBETHATA pa3nopez[6a oT
HErO.

I/I3MeHeHI/lﬂ, BHECEHHU OT HapnaMeHTa noxa (l)opMaTa Ha KOHCOJIMAUPAH
TEKCT

HoBwute yacTu oT TekcTa ce moCOYBaT C nojiyuep Kypcue. 3aMYeHnTE 9acTh
OT TEKCTa CC I0CoYBaT ChC CI/IMBOJ'IaI WM C€ 3a4€pKBar. 3amMecTBaHHATA CE
0603Ha‘IaBaT, KaTo C€ 1Noco4Ba C noJtyuep Kypcue HOBUAT TEKCT U CE
3aJinyaBa WJIK 3a4€PKBa 3aMCCTBAHUAT TEKCT.

TTo us3KJIIOYEHHE HE Ce OTOEIA3BAT H3MEHEHHSTA C YUCTO TEXHUUECKO
€CTECTBO, KOMTO CE€ HAHACAT OT CJ'Iy)K6I/ITe C Oorjca u3roTBAHECTO Ha
OKOHYATCIHHUA TCKCT.
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NMPOEKT HA 3AKOHOOATEJTHA PE30OLMA HA EBPONEUCKNUA
NAPJIAMEHT

OTHOCHO Tpe/I0KeHHeTo 3a perjiaMeHT Ha EBponeiickusi napjiameHT u Ha CbBeTa
OTHOCHO cepTH(}HUKATA 32 TONbJIHUTEIHA 3aKPHJIA HA JIEKAPCTBEHHUTE MPOAYKTH
(mpepadoTeH TeKCT)

(COM(2023)0231 — C9-0146/2023 — 2023/0130(COD))

(O0uKHOBEeHA 3aKOHOAATEIHA NMPoLeAypa — pepadoTka)

Eeponetickuam naparamenm,

— KaTO B3€ NpCABUM MPCATIOKCHUCTO HaA Komucusita 0 EBpOHCfICKPIH MnapJIaMCHT U 10
CoBera (COM(2023)0231),

— KaTo B3e mpeaBua wieH 294, naparpa¢ 2 u uien 114, maparpad 1 ot [Jorosopa 3a
¢dbyHkmoHrnpanero Ha EBpomneiickus cbto3, chriiacHo kouto Komucusra e BHecna
npezioxkenuero B [lapnamenra (C9-0146/2023),

- Kato B3¢ npensua wied 294, nmaparpad 3 ot JJoroBopa 3a GyHKIIMOHUPAHETO HA
EBponeiickus cblo3,

—  Karo B3€ MPEIBUJI CTAHOBHUIIETO Ha EBPONECKIsS HKOHOMHYECKH M COIMAIEH KOMUTET
ot 27 cerrremBpu 2023 1.1,

- KaTo B3€ npeaBu MeXIynHCTUTYIHOHAIHOTO criopasymenue ot 28 HoemBpu 2001 r.
OTHOCHO IO-CTPYKTYPHPAHO U3MOJI3BaHE HAa TEXHUKATA 3a IpepaboTBaHe Ha
HOPMAaTHBHU aKTOBE?,

— karto B3e npensu wieHose 110 u 59 ot cBos [IpaBunHuk 3a nelHOCTTA,
— KaTo B3€ IMPEBU]I 10KIa/1a Ha KOMHUCHSITA 0 NpaBHU BbIpocH (A9-0022/2024),

A.  Karo uMma npeaBuj, Y€ ChIIACHO CTAHOBHILETO HA KOHCYJITAaTUBHATA IPYIa HA IPABHUTE
ciy>x6u Ha EBponeiickus napiamenT, CrBera u KoMmucusta npeaioKeHueTo Ha
Komucusita He cbabpka HUKAKBU U3MEHEHUS IO ChLIECTBO OCBEH TE€3U, KOUTO Ca
UICHTU(UIIMPAHU KaTO TAaKWBA B TIPEIOKEHUETO, U Y€ 10 OTHOIIICHHE Ha
KoAu(UKaAIUATA Ha HETPOMEHEHUTE Pa3ope 10 Ha MPEIUIITHUTE AKTOBE C BBIIPOCHUTE
M3MEHEHUS MIPEIOKEHUETO CE CBEXK/Ia 0 OOMKHOBEHA KOIU(DUKAIMS Ha
CBHILECTBYBAIIUTE AaKTOBE, 0€3 MPOMSHA MO CHIIECTBO;

1.  mpuema M3NI0KeHaTa Mo-A0]y HO3UIMS Ha IbPBO YETEHE, KaTo B3eMa MpeABU
NPEnopbKUTE Ha KOHCYJITaTUBHATA IpyIa Ha MpaBHUTE cly>kOM Ha EBpomneiickus
napiameHT, CbBera u Komucusira,

2. IIpUKaHBa Komucusra Ja €€ OTHECEC 1O HCIroO OTHOBO, B cnyqaﬁ 4€ 3aMCHH CBOCTO
MPEATIOXKCHUC C APYT TCKCT UK BHECC WUJIM Bb3HAMCPsBA [1a BHECC CHIICCTBCHU

1'OB C, C/2023/865, 8.12.2023 r., ELI: http://data.curopa.eu/eli/C/2023/865/0j.
20B C 77,28.3.2002 r., ctp. 1.
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IIPOMEHU B TOBA MIPETIOKEHUE;

3. BB3JIara Ha CBOS IIpe/iceiaTen aa npeaaae mo3uiusata Ha [lapiamMenTa cbOTBETHO Ha
CuBera u Ha KoMucusTa, KakTo U Ha HAIIHOHATHUTE TApJIaMEHTH.

HN3menenue 1

IIpenJioxkeHue 3a perjiaMeHT
Cpbodpaxenue 2

Texcm, npeonooicen om Komucusma

(2) N3cnenBanusita BbB
(dhapmarieBTHUHATa 00JIACT JOTPUHACAT T10
peluTeNneH HaulH 32 HEIPEKbCHATOTO
1o100psiBaHe Ha OOIIECTBEHOTO 3/IpaBe.

N3menenue 2
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Himenenue

(2) N3cnenBanusita BbB
(dhapmarieBTHUHATa 00JIACT JOTPUHACAT 10
pelInTeIeH HaYlH 32 HETIPEKbCHATOTO
1o100psiBaHe Ha OOIIECTBEHOTO 3IpaBe.
Paszpabomeanemo na nekapcmeenu
npooykmu ¢ Cvio3a, 6 yacmuocm Ha
maxKuea, KOUmo ca pe3yaimant Om
NPOOBLANCUMETHU U CKDRU U3C/1€08AHUS,
HAMA 0a nPOOBJIICU, OCEEH AKO me He Ca
obxeanamu om 61a20npuamHU npagua,
¢ Koumo ce npeoocmaegsn 00CmamvuHa
3aKpuna, 3a 0a ce HAcCLPUACAM MAKUBA
uzcneoeanus. Tpyono e obaue oa ce
YCMAaHo8U NPAKA 8Pb3KA MeEHCOY NOOOOHU
Onazonpuamuu npasuna u
KoHKypenmocnocoonocmma na Cvio3a,
mvil Kamo, 6bNpeKu ue me3u NPAGUQ
yeenuuagam npueieKameaHocCmma Ha
nazapume na Cvioza, me ne omuumam
2eozpaghckusn npousxoo na
JleKkapcmeenume npooOyKmu u
Ppaspeuienume 3a mvpP2o6us 1€KaApCMEEeHU
nPOOYKmu om mpemu OvpiHcasu UMam
€0HAK60 NPago 0a noOJIYyuaeam 6CUYKuU
cmumynu om Cvlo3a, mouHo KaKmo
ycmanoeenume ¢ Cvl03a HOGAMOPCKU
opyscecmea mozam 0a ce 6b3n01364mM oM
cmumynume 6 mpemu 0OvbpIHCasu.
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IIpenJioxkenue 3a perjiaMeHT
CobolOpaxenue 3

Texcm, npednooicen om Komucusma

3) Pazpabomeanemo na
aexapcmeenu npooykmu ¢ Cvio3a u 6
YacCmMHOCM HA MAKUB8A, KOUMo cda
pe3yamam om npooOvANCUMENHU U CKbRU
U3C1e06anus, HAMA 0a RPOOBINHCU, 0CEEH
aKo me ca ooxeanamu om O1a2ONPUAMHU
npaeuna, c KOUMo ce npeodocmass
docmamuvyna 3aKpuna, 3a oa ce
Hacvpuaeam mMaxKuea u3Ccjie06aHusl.

HN3menenue 3

IIpenJioxkenue 3a perjiaMeHT
Cbodpaxenue 8

Texcm, npednooicen om Komucusma

(8) Exno ot ycnoBusiTa 3a u3aaBaHe Ha
ceptuduKar cineasa aa 6bae TPOIyKTHT Aa
€ 3aIIMTEH OT OCHOBHHUS MATEHT, B CMUCHII
4e MPOAYKTHT CIIe/BA JIa Tonaia B 00xBaTa
Ha €/IHa WK [OBeYe MPETSHIIUU M0 TO3U
MATEHT CHIVIACHO THIKYBAHETO, TaJICHO OT
CHEIMAUCT B 00JIacTTa Bb3 OCHOBA Ha
Onucanuemo Ha nameHma KbM JaTata Ha
MO/IaBaHe Ha 3asBKaTa. 3a Tas3u el He
clieiBa Jla ce M3UCKBA aKTHBHATA ChCTaBKa
Ha TPOAYKTa HEMPEMEHHO J1a Ob/ie
HU3PUYHO IMOCOYCHA B IPCTCHIIUHUTC. I/IJ'II/I, B
Clly4aif Ha KOMOMHHMpAH MPOAYKT, HE
clieZiBa HEMPEMEHHO J1a Ce M3HMCKBA BCSAKA
OT HErOBUTE aKTUBHU CHCTABKH /1a ObJe
HU3PUYHO IMOCOYCHA B IPCTCHUUUTE, IIPpU
YCIIOBUE Y€ BCSAKA OM maAX MOXe 1a Oblie
KOHKPETHO UAEHTU(UIIMpPAHA C OTJie] Ha
1s1ata HHGOpMaIus, mpeaocTaBeHa ¢ TO3U
IIaTCHT.
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Himenenue

3aiuvyaea ce

Himenenue

(8) Enno ot ycnoBusiTa 3a u3gaBaHe Ha
ceprudukar cineasa aa 0bae TPOIYyKTHT Aa
€ 3aIIMTEH OT OCHOBHUS MATEHT, B CMUCHII
4e MPOyKTHT CJIC/IBA JIa TIoMaja B 00XBara
Ha €/IHa WM [OBeYEe MPETCHIIUU M0 TO3U
MATEHT CHIIIACHO THJIKYBAHETO, TAJCHO OT
CIIELUAJIMCT B 00JIaCTTa, € 0271€0 Ha
OnuUcCanuemo u yepmercume Ha
namenma BH3 OCHOBA HA 0O0uiume 3HAHUA
HA M06a uye 6 Cbomeemuama ooacm u
npeosud cb8PEMeHHOMO MexXHUUecKo
PasHuwe KbM JaTaTa Ha TI0JJaBaHe Ha
3asiBKaTa ujiu KoM HPUOPUMEmMHAma
oama Ha OCHOBHUA namenm. 3a Ta3! Lel
HE ClIeJ[Ba J1a C€ M3MCKBA aKTHBHATA
ChCTaBKa Ha MPOJIyKTa HEIIPEMEHHO Ja
ObJIe U3PUYHO MMOCOYEHA B MPETEHIIUUTE
WIH, B CIy4yail Ha KOMOMHHUPAH IPOAYKT,
HE ClieJIBa HEMPEMEHHO J1a Ce U3HCKBa
BCAKA OT HCTOBUTEC aKTUBHHU CHCTABKU A
ObJIc U3PUYHO MTOCOYCHA B MIPETCHITHHTE,
TIPH YCJIOBUE Y€ BCSIKA AKMUBHA CbCMABKA
MOKe J1a ObJIe KOHKPETHO
uACHTH(HUIIMPaAHA ¢ OTJIC/ Ha IsTaTa
WHpOpMaIIUs, PETOCTABEHA C TO3H
namemnm, 63 0CHO6A HA CLEPEMEHHOMO
MeXHUYeCcKo pasHuue KoM oamama Ha
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HN3menenue 4

IIpenJioxkenue 3a perjaiaMeHT
Cbodpaxenue 9

Texcm, npednooicen om Komucusma

9) 3a 1a He ce AOMyCHE CBPbX3aKpHIIa,
clIeqIBa Ja ce MPEIBUIH, Y€ B TaJicHa
IbpKaBa YJICHKA €IUH U ChII MPOAYKT HE
MOJKe Ja OBbJIe 3alUTaBaH C MOBEYE OT
eINH cepTU(HKAT, HE3aBUCHMO JaJH €
HaI[MOHAJICH WK enHeH. [lopaan ToBa
cleqBa Ja c€ U3HUCKBA MPOAYKTHT UITU
BCEKH IMPOM3BOJICH OT HETO MPOAYKT CbC
CPABHUMO mepanesmuuHo oelicmeue,
KaTo COJIM, €CTEPH, ETEPU, U30MEPHU, CMECH
OT U30MEPH, KOMIUIEKCH WM OMONO100HU
MPOAYKTH, a HE € Ol 00EKT Ha Mo-paHeH
cepTu(dUKAT — CAMOCMOAMENHO UIU 8
KOMOUHauyus c eOna unu nogeue
00NnBIHUmMENHU AKMUBHU CbCMABKU,
HE3aBHCHMO JIaJTU 32 CHIOTO HIIU 32
Pa3IMYHO TePANeBTUYHO MOKa3aHHeE.

HN3meHnenune 5

IIpeanoxenue 3a perjjaMmenT
Cboopaxkenue 13

Texcm, npednooicen om Komucusma

(13)  Koraro B pa3pemieHueTo 3a
THPrOBHUSI, [10/1aJICHO B MTOJIKpEIa Ha 3asBKa
3a cepTU(UKAT 3a OMOJIOrHYEH JeKapCTBEH
MPOAYKT, TO3HU MPOIYKT ce HAeHTH(DUIIpa
MIOCPEICTBOM HETOBOTO MEXKIyHAPOIHO
HerateHTHO HauMeHoBaHue (INN),
3aKpuiiaTa, OCUTYpsiBaHa OT CepTU(HKATA,
cieqBa Ja 00XBalla BCUUKH HPOOYKMU ¢
€KGUBAICHMHO MEPAneemMUYHO
deiicmeue cb¢ ChIIOTO MEXKTYHAPOIHO
HEMaTeHTHO HAUMEHOBAaHUE KaTo
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nooasamne Ha 3a16KAMA WU KoM
npuopumemnama oama Ha OCHOGHUA
IaTCHT.

Himenenue

9) 3a J1a He ce JOIyCHE CBPBbX3aKpHJIa,
clle/iBa Jia ce TIPEIBH/I, Ye B Ja/IeHa
IbprKaBa YJeHKa €MH U ChII MPOAYKT He
MOJKe J1a O'b/Ie 3alIUTaBaH C MOBEYE OT
eIMH cepTH(UKAT, HE3aBUCUMO JaJIU €
HalMoHaJsIeH WK efauHeH. [lopaan ToBa
clie/iBa J1a c€ U3UCKBA MPOJIYKTHT WU
BCEKHU TPOM3BOJICH OT HETO MPOIYKT, KaTO
COJIM, €CTE€PH, ETEPH, U30MEPH, CMECH OT
M30MEepH, KOMITJIEKCH WM OMOTO100H
JleKkapcmeeHnu IPOJYKTH, J1a He € Oni
00€KT Ha MO-paHeH cepTUdUKar,
HE3aBUCHMO JIaJIM 32 CHIIOTO WM 3
Pa3IMYHO TEPAIIEBTUIHO ITOKA3aHUE.

Himenenue

(13)  Koraro B pa3penieHueTo 3a
THPTOBHUSI, MOJAZCHO B IMOJKPENa Ha 3asiBKa
3a cepTudUKaT 32 OMOIIOTUYEH JIEKAPCTBEH
MPOJIYKT, TO3U MPOJIYKT C€ UACHTUULINPA
MOCPEACTBOM HErOBOTO MEXKIYHAPOIHO
HernateHTHO HauMeHoBaHue (INN),
3aKpuiaTa, OCUTypsBaHa OT cepTHUdUKaTa,
ciiefBa aa o0XBalla BCUYKU Ouono0ooHu
JleKapcmeenu npooyKmu, KOUmo umam
CBIIOTO MEXIYHAPOIHO HEMATEHTHO
HAaUMEHOBAHHE KAaToO MPOAYKTa, TOCOYEH B
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MIPOJYKTa, MOCOYECH B Pa3pPEIICHUETO 3a
T'BpFOBI/Iﬂ, HE3aBUCHUMO OT BB3MOXHUTEC
HE3HAYUTEIHU PA3JIUKH MEXIY TOCTIEe/IBAIIl
01010 100€H MPOAYKT U pa3perieHus
MPOJIYKT, KOUTO OOMKHOBEHO Ca
HEU30€KHU MPEBU] ECTECTBOTO Ha
OMOJOTUYHUTE TPOAYKTH.

HN3menenue 6

IIpenJioxkeHue 3a perjiaMeHT
Cpodpaxenue 24

Texcm, npeonooicen om Komucusma

(24) Cnyx0ata cneaBa 1a uma
BB3MOXKHOCT J]a ChbOrpa Takca 3a
[IEHTpaTu3UpaHara 3asBKa 3a cepTuduxar
W 3a 3asBKaTa 3a yJIbJDKaBaHE Ha CPOKA Ha
neiicTBre Ha cepTuuKaTuTe 3a
JICKapCTBCHHM MPOJIYKTH 3a TeIUaTpUIHA
ynotpeba, KakTo U IPyTH MPOLeTypHU
TaKCH, KaTO HaIpIMep Takca 3a
BB3paXkKeHHe WK oOxanBaHe. Takcure,
croupanu ot Ciyx0ara, cienBa na Obaat
OTIpEe/ICNICHU C aKT 3a U3MbIIHEHUE.

HN3menenne 7

IIpeanoxenue 3a perjjaMmenT
Cpoopaxenue 30

Texcm, npednooicen om Komucusma

(30) PasraexxmaneTo Ha
[EHTpAIM3UPaHa 3asBKa 33 CEPTUPUKAT
cleqBa Jia ce U3BBPIIBA MO HaI30pa Ha
Cayx0aTta OT KOMUCHSI IO Pa3TIIeKIaHETO
B ChCTaB enuH wieH Ha Ciyx0aTta u 1BaMa
€KCIIePTH, HACTH OT HAIIHOHATHUTE
MaTeHTHU BeIoMcTBa. ToBa Ou
rapaHTHPAJIO ONITUMAITHOTO M3IIOJI3BAHE HA
EKCIIEPTHHS OIUT B 00JIACTTa HA
cepTu(UKATHTE 32 JOITBITHATETHA 3aKPHIIa,
KOWMTO JIHEC € HAJIMYCH CaMo B

RR\1295861BG.docx

pa3pelieHrueTo 3a ThProBusl, HE3AaBUCUMO
OT BB3MOXHUTC HE3HAYUTCIITHU PA3JINKHU
MeX1y TocienBail 6uono100eH
JleKapcmeeH TIPOYKT U pa3peiieHUs
MPOJYKT, KOUTO OOMKHOBEHO ca
HEN30€KHU MPEBU] €CTECTBOTO Ha
OMOJOTUYHUTE TPOJAYKTH.

Himenenue

(24) Cnyx0ata crneaBa 1a uma
BB3MOXKHOCT Jla ChbOMpa Takca 3a
[EHTpaTu3MpaHara 3asBKa 3a cepTuduxar
1 3a 3asBKaTa 3a yJIbJDKaBaHE Ha CPOKA Ha
neiicTBre Ha cepTudukaTuTe 3a
JICKapCTBCHH MPOYKTH 3a MeIuaTpUIHa
ynotpeba ¢ cbomeemcmaeue ¢ unen 86 om
Mupexkmuea (EC) .../...
[2023/0132(COD)], xakTo u apyru
MPOLIEAYPHH TaKCH, KATO HAIIPUMED TaKca
3a Bb3paxKeHue Ui ooxkanBane. Takcure,
croupanu ot Ciyx0ata, cienBa na Obaat
OTIPE/ICTICHU C aKT 3a U3MbIHEHHE.

Himenenue

(30) PasraexxmaneTo Ha
LEHTpaJN3upaHa 3asiBKa 3a cepTuduxar
clie/iBa J1a ce U3BBPILBA M10]] HAA30pa Ha
Cayx0aTta OT KOMUCHS IO Pa3TIIeKIAHETO
B ChCTaB enuH 4ieH Ha Ciyx0aTa u [Bama
€KCIIePTH, HAETU OT HAIIMOHAJTHUTE
MaTEHTHH BeIoMCTBa. ToBa Ou
rapaHTUPaJI0 ONTUMAIHOTO U3I0JI3BaHE Ha
€KCIIePTHHS ONUT B 00JIacTTa Ha
cepTu(UKaTUTE 32 JOIIBITHATEITHA 3aKPHIIa
U nO C6BP3AHU C MAX NAMEHMHU
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HaIMOHAITHUTE BEAOMCTBA. 3a [a ce
rapaHTUpa ONTHUMAJTHO KauecTBO Ha
pasmIekaaHeTo, CIeABa J1a CE ONPENEIAT
MOAXOIALIN KPUTEPHUH 110 OTHOILIEHUE Ha
y4acTUETO HA KOHKPETHU EKCIIEPTH B
LEHTpaJu3rupaHara rnpoueaypa, rno-
CIEIMAJIHO 110 OTHOILIEHUE Ha
KBasI(UKaUATa U KOHQIUKTUTE HA
UHTEPECH.

HN3menenne 8

IIpenJioxkenue 3a perjiaMeHT
Cboopaxkenue 32 a (HOBO)

Texcm, npeonooicen om Komucusma

HN3menenne 9

IIpennoxenue 3a perjjaMmeHT
CpobOpakenne 33
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6bnpocu, KOWTO JHEC € HAJIMYEH CaMo B
HaIlMOHAJIHUTE BEJOMCTBA. 3a Ja ce
rapaHTUpa ONTHUMAITHO KaueCTBO Ha
pasriexnaanero, Cayycoama u
KomMnemeHmHuume HAyUOHAIHU OP2aAHU
cleosa oa ce ygepam, ue onpeoeieHume
eKcnepmu no pas3znexncoanemo
npumescagam cbomeemuume
eKCnepmHuu NO3HAHUA U 00CMAMbYEH
onum npu oyenasane Ha cepmudukamu
3a oonvanumenna 3axkpuna. Cnensa aa ce
OTIPECIISAT OONBIAHUMEIHU TIOIXO AN
KPUTEPUHU IO OTHOIIIEHHE HA yYaCTUETO Ha
KOHKPETHH €KCTICPTH B IICHTpATM3UpAHATA
MpoLEeaypa, MO-CIeNHUaTIHO IO OTHOUICHHE
Ha KBaJTu(UKaLMATa U KOHQJIUKTUTE HA
WHTEPECH.

Himenenue

(32a) 3a oa ce zapanmupa egpekmuena
3aKpuia Ha uHoeayuume, 6 HAKOU
CHEeWHU CUMYayuu, 6K1I04UMENTHO
Ko2amo npeocmou u3muyane Ha cpoxa
Ha Oelicmeue Ha OCHOGHUA NAMEHM,
Modice 0a ce HA0IHCU YCKOpeHa
npoueoypa no pasziexicoane, He3aeucUmMo
OM 8B3MONCHOCIMA MPEmu CMmpanu 0a
npeocmagam cmanoguUWLa u 0a
u3nonzeam Opy2u cpeocmaea 3a 3auiuma,
npeoguoenu 6 HACMOAWUA Pezilamenm.
Ilopaou moea cneosa oa ce npedsuou
MEXaHu3vm, upe3 Koimo 3aseumenune
0a nooasam UCKAHUA 34 YCKOPEHA
npoueoypa no pasznexcoane.
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Texcm, npednooicen om Komucusma

(33) Cnen npukioyBaHe Ha
pasmIekKIAHETO HA IEHTPATU3NPaHa 3asBKa
U CJIe]] U3TUYaHEe Ha CPOKOBETE 3a
o0xaJIBaHE U Bb3pakeHUE WU B
3aBUCHMOCT OT CJIy4asl CIIe/l U3/1aBaHeTO Ha
OKOHYATEITHO PEIICHHE IO CHIIECTBO,
CTaHOBHIIETO CJIe/IBa Ja ObJe MpeaaaeHo
Ha ChOTBETHUTE HAIIMOHAIHU TTATCHTHU
BEJIOMCTBA Ha TIOCOYCHUTE AbPIKaBH
YICHKH.

HN3menenue 10

IIpenJioxkenue 3a perjiaMeHT
Cboopaxenue 38

Texcm, npednooicen om Komucusma

(38) Koraro pemenue Ha Ciyx0ata
3acsra HeOJaronpUsITHO 3asSBUTES HITU
Jpyra CTpaHa, 3assBUTEISAT WU Ta3u CTpaHa
cJIe/IBa Jja MMa MPaBo CPEIly 3aruianiaHe Ha
Takca Jia Mojajie B CPOK OT JBa Mecela
kKanba cpenry pereHrueTo mpe
amnenatuBeH cheTaB Ha Cimyskbata. ToBa
B2)KU U 32 CTAHOBHUIIIETO OT
pasrIekTaHETO, KOETO MOXKe J1a Obe
00>aJIBaHO OT 3asBUTENs. Pemenusta Ha
amneNlaTUBHUS ChCTaB CHIIO MOJJIeKAT Ha
obOxkanBane nipea OO ChJ, KOUTO €
KOMITETEHTEeH KaKTO J]a OTMEHH, TaKa U Ja
W3MEHH OCHOPEHOTO penieHne. B cinyyaii
Ha KOMOMHHpaHa MoJ10a, BKIFOYBaIla
WCKaHe 33 eMHCH CePTH(UKAT, MOXKE J1a
ObJe noxajeHa oo0ma xainoa.

RR\1295861BG.docx

Himenenue

(33) Cnen npuxiaroYBaHe Ha
pasmIekTaHETO HA IIEHTPATU3NPaHa 3asBKa
U ClJIe]] N3TUYaHEe HA CPOKOBETE 32
o0xaJIBaHe U Bb3pakeHUE WU B
3aBHCHMOCT OT CJIy4asl CJIe/l U3/1aBaHeTO Ha
OKOHYATEITHO PEIICHHE IO CHINECTBO,
CTaHOBHIIETO CJIe/IBa Ja ObJe MpenaaecHo
Ha ChOTBETHUTE HAI[MOHAJIHU MTATEHTHU
BEJIOMCTBA Ha TIOCOYCHUTE AbPIKaBH
wieHku. Cuyycoama apanmupa, ue
npeoasanemo ce u3evbpuiea 8 cpox,
KOUmo no3601:a6a Ha HAYUOHATHUME
nameHmHu gedomcmea 0a uzoaoam
cepmupukama unu 0a OMxevpPIAM
3asexama, aKo e NPUIOHCUMO, npeou
U3MUYAHEmo HA CPOKA Ha Oelicmeue Ha
OCHOBHUA NAMeEHMm.

Himenenue

(38) 3a oa ce zapanmupam
npoyecyannume npasa u 0a ce ocuzypu
RNBIHA cucmema om cpeocmea 3a nPagHa
3auwguma, xorato pemienue Ha Ciyx0ara
3acsara HeOIaronpUATHO 3asBUTENS UITU
JpyTa CTpaHa, 3assBUTEIIAT WU Ta3u CTpaHa
cleqBa Ja UMa MPaBo CpPEIy 3arianjaHe Ha
TaKca Jia ojiaJie B CpPOK OT JiBa Mecera
xayba cperry peleHnueTo mpe
anenaTtuBeH chcTaB Ha CiyxOara. ToBa
BaYKU U 32 CTAHOBUIIIETO OT
pasrIekKIaHeTo, KOETO MOXe /1a ObJe
00>kaJIBaHO OT 3asiBUTENs. Pemenusra Ha
aTieJIATUBHUS ChCTAB CHIIO MOJJICKAT HA
obxainBane mpen OO b, KOUTO e
KOMITETEHTCH KaKTO J]Ja OTMEHH, TaKa U Ja
M3MEHH OCTIOPEHOTO peleHue. B cirydai
Ha KOMOMHMpaHa M0J10a, BKIIIOYBAIla
WCKaHE 3a eJIMHEH cepTHdHKAT, MOXKE 1a
Obze monaaeHa ooma xanoa.

PE753.704v02-00
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HN3menenne 11

IIpeasnoxenune 3a perjjaMmeHT
CpoOpaxenue 39

Texcm, npeonooicen om Komucuama

(39) Ilpu HazHauaBaHETO HA WICHOBE Ha
arieIaTUBHUTE ChCTABH IO BBIIPOCH,
CBBHpP3aHU C HECHTPATU3UPAHUTEC 3adBKU 34
cepTU(UKaTH, CIIe/IBa Ja CE g3eme
NPeABHI MeXHUAM TMPEANIICH OIUT TI0
BBIPOCH, CBBP3aHH ChC CEPTUDUKATUTE 32
AOI'BJIHUTECIIHA 3aKpHJia UJIW IIATCHTUTEC.

HN3menenue 12

IIpenno:xenue 3a perjaaMeHT
CpoOpaxenue 41 a (HOBO)

Texcm, npeonosicen om Komucusama

PE753.704v02-00

H3menenue

(39) Ilpu Ha3HauaBaHETO HA YWICHOBE Ha
areJaTUBHUTE ChCTABH MO BBIPOCH,
CBBp3aHU C EHTPATN3UPAHUTE 3a5IBKH 32
cepTU(UKaTH, ClIe/IBa Jla CE 3emam
NPEABUI] MeXHUme CbOMEEnHU
eKCnepmHu NO3HAHUA, HE3ABUCUMOCI U
oocmamupueH TPEANIICH OIUT TI0
BBIPOCH, CBBP3aHH ChC CEPTUDUKATUTE 32
AOI'BJIHUTCIIHA 3aKpHJIa UJIU IIATCHTUTC.

Hszmenenue

(41a) Ceoespemennomo nasenuzane Ha
2eHepuYHU U OUON0O00OHU 1eKapCcmeenu
npooykmu na nazapa na Cvio3a e 6ajxcHo,
no-cneyuaaino 3a 0a ce 3acuiu
KOHKYpeHyuama, 0a ce Hamaaam yeHume
u 0a ce 2apanmupa KaKmo
ycmouyugocmma Ha HAYUOHATHUME
30pasnHu cucmemu, maKka u no-000puam
0ocmvn 00 J1ieKapcmeeHu npooyKmu Ha
00CMBNHU YEeHU 3a nayuenmume 6
Cwio3a. Baxyicnocmma na moea
C60espeMeHHO HasIu3ane deute
noouepmana om Cveema ¢ Hezoeume
3aknouenusn om 17 onu 2016 2. omnocno
YKpeneanemo Ha Oananca 6v6
dapmayeemuunume cucmemu 6 Cvioza u
6 Hecogume Ovpicasu uieHku. Om opyza
cmpana, cieosa 0a ce uma npeosuo, e
npasama Ha UHMeENEKMYaIHaA
coocmeenocm ocmaeam eOuH om
OCHOGHUmME (haKmopu 3a UHOBAUUU,
KOHKYPEHmMOCROCOOHOCH U pacmedic Ha

RR\1295861BG.docx



HN3menenne 13

IIpenJioxkenue 3a perjiaMeHT
CbolOpaxenue 45

Texcm, npeonooicen om Komucusma

(45) Ilpwu te3u cieunuyH U
OTpaHHYEHU OOCTOSATEIICTBA U C OTJIE]] Ha
Ch37aBaHETO Ha €THAKBH YCIOBHUS Ha
KOHKYPEHIIHS MEXTy YCTAHOBCHHUTE B
Crplo3a MPOU3BOAUTENH U
MIPOU3BOIUTEIIUTE OT TPETH JTbPIKABH €
uenecvodpasno oa ce npeosuou
U3KAI0YeHue om 3aKpuiaTa, OCUrypsiBaHa
ChC cepTH(HKATa, 32 0a ce no360/1Am
nPoOU3600CMEOMO HA RPOOYKM UIU
JleKkapcmeen npooyKm, Co0bpHcauy mo3u
npoOyKm, C IIeJl I3HOC 33 TPETH JbPKABU
unu ¢ ye CK1aoupane i BCHYKU CBbP3aHu
nevictBus B Chio3a, KOUTO ca CTPOTO
He0OX0UMU 32 TIPOU3BOACTBOTO UITH 32
camusi U3HOC WU CAMOMO

cKknaoupane (, C6bP3aHU Oelicmeun’) ,
aKo 3a Te€3H JCUCTBHUS CE€ N3UCKBaA
CBIJIACHETO Ha MPUTEKATENsI Ha
ceprudukara . Hanpumep me3u cebp3anu
neicTBUs OMxa MOTIIM Ja BKJIFOYBAT
MIPUTEIKAHUETO, TIPEJIaraHeToO Ha
JIOCTaBKa, 0ocmaeKkama, BHOCA,
W3II0JI3BAHETO WJIM CHHTE3HPAHETO Ha
aKTUBHU CHCTABKHU 3a IIEJIUTE Ha
MIPOU3BOJICTBOTO HA JIeKAPCHIBEHUA
npoaykt. Te ouxa moz2nu 0a ce cocmoam
Om BPEMEHHOTO CKJIAJTUPAHE WITH
pEKIIaMUPAHETO HA NPOOYKmMA €TNHCTBEHO
C IIeJT U3HOC 32 MECTOHA3HAYCHHS B TPETH
nbpxkaBu. NBKIIOYEHHETO cleiBa J1a ce
MIpuJIara v 3a CBbp3aHu JICUCTBUS,
W3BBPIIBAaHU OT TPETH JIMIIA, KOUTO Ca B
JIOTOBOPHH OTHOIIEHUS C MPOU3BOIATEIS.

HN3menenue 14

RR\1295861BG.docx

6bmpeuwtHuA nazap.

Himenenue

(45) Ilpwu te3u cnieunpuyH U
OTpaHHYEHU OOCTOSATEIICTBA U C OTJIE]] Ha
Ch37aBAHETO Ha €THAKBH YCIOBHUS Ha
KOHKYPEHIIUS MEXTy YCTAHOBCHHTE B
Cwl03a MPOU3BOIUTENH U
MIPOU3BOUTEIIUTE OT TPETH JTbPIKABH
3aKpuiaTa, OCUTypsBaHa ChC cepTUUKATa
332 00NBIHUMENHA 3AKPUTIA 6
cvomeemcmeue ¢ Pecnamenm (EC)
2019/933, cneosa oa 6v0e ozpanuuena
maka, ue 0a N0360146a NPOU3E00CMEOMO
U3KAI0YUMEIHO C 1I€T U3HOC 32 TPETH
IbPKABU M BCHUKH CBBP3aHU JICUCTBUS B
Cpr03a, KOUTO ca CTPOTr0 HEOOXOIUMH 32
MIPOM3BOJICTBOTO WIIM 33 CaMUS U3HOC, aKO
3a Te3W JCHCTBUS C€ U3UCKBA CHIIIACUETO
Ha TpUTeXKaTeNs Ha cepTuduKara
(;;cévp3anu oeitcmeusn ). Haripumep
CBBpP3aHH JEHCTBUS OKMXa MOTJIU Aa
BKJIFOYBAT MIPUTEIKAHUETO, OOCHABKaAmMA,
MpejiaraHeTo Ha JOCTaBKa, BHOCA,
W3II0JI3BAHETO MJIM CHHTE3UPAHETO Ha
aKTUBHU CHCTABKH 3a IIEJIUTE HA
MIPOU3BOJICTBOTO HA JIEKAPCMEEH TIPOIYKT,
CHOBPICAUy MO3U NPOOYKNL, UIU
BPEMEHHOTO CKJIaJINPaHE HA NPOOYKmMa
WM PEKJIAMHUPAHETO MY €IUHCTBEHO C I
M3HOC 332 MECTOHA3HAYCHUS B TPETH
ObpxkaBu. VBKITIOYEHHETO clie[Ba /1a ce
TIpUJIara v 3a CBbP3aHu JICUCTBUS,
W3BBPIIBAHU OT TPETH JIUIA, KOUTO Ca B
JIOTOBOPHH OTHOIIEHUS C MPOU3BOIUTEIIS.

PE753.704v02-00
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IIpenJioxkenue 3a perjiaMeHT
CobooOpaxenue 60

Texcm, npednooicen om Komucusma

(60) 3a nma ce rapaHTHpa MPO3pPavHOCT,
ClIeIBa J1a ce Ch3/IajIe PETUCTHP, KOUTO
MOJKE J1a CITy’KH KaTo elMHHa TOYKa 3a
JOCTBHII, TIPETOCTABSIIA HH(OPMAITHS
OTHOCHO 3asIBKUTE 32 CEPTUPUKATH I10
[EHTpaI3UpaHaTa Mpoueaypa,
BKJIFOYMTEITHO OTHOCHO CepTU(PHUKATHTE,
W37a/ICHU Ha Ta3u OCHOBA OT
KOMIIETEHTHUTE HALlMOHAJIHU OpPTaHH,
KOWTO ciieniBa a croaensr cbe Ciyxbdara
BCSIKaKBa CBbp3aHa uHpopmanus. To3u
PETUCTHP cJeNBa /1a € TOCTHIICH Ha BCUYKH
ounmannu e3unu Ha Chro3a.

HN3menenue 15

Hpegmomelme 3a perijiaMeHT

Yuen 2 — maparpad 1 — Touka 12 a (HoBa)

Texcm, npeonosicen om Komucusma

PE753.704v02-00

Himenenue

(60) 3a nma ce rapaHTHpa NPO3pPavHOCT,
ClIe/IBa J1a ce Ch3/1ajie PETUCTHP, KOUTO
MOJKeE J]a CITy>KH KaTo eMHHA TOYKa 3a
JOCTBII, TIPETOCTABSIIA HH(OPMATIHS
OTHOCHO 3asIBKUTE 32 CEPTUPHUKATH MO
[EHTpaIM3UpaHaTa Mporeaypa,
BKJIFOYMTEITHO OTHOCHO CepTU(HUKATUTE,
M3JaJICHU Ha Ta3u OCHOBA OT
KOMITETEHTHUTE HAIMOHATTHU OPTaHH,
KOUTO ciiesiBa na croaenart cbe Ciyxbara
BCsAKaKBa CBbp3aHa uH(opmanws. To3u
PETUCTHP cJeNBa 1a € TOCTHIICH Ha BCHUKU
ounmannu e3unu Ha Cpro3a.
Covuespemenno ungpopmayusama,
CHOBPIHCAUA CE 8 PeCUCMDBPA, He C1e06a
0a ce u3no3ea 6v6 6Pv3KaA C NPAKMUKU
3a cévp3eane na namenmu, a
pezcyramopuume uiu
AOMUHUCIMPAMUGHUME PeUleH U,
C8BP3AHU C 2eHEPUYHU UU OUON000OHU
JleKapcmeenu npooyKmu, Kamo
Hanpumep paspeuienus 3a muvpP2oeus,
Ppewienun 3a yenooopasyeane u
6b3CMAH06ABAHE HA PA3XOOU UIU
ogepmu 3a yuacmue 6 mvpe, KOumo ce
no3zoeaeam Ha HATUYUEMO HA
cepmughuxam 3a 0ONvIAHUMENHA
3auwuma, He ceoea 0a ce 0CHO8ABAM HA
ungopmayuama, npedocmaeena 6
pecucmupa.

Hszmenenue

(12a) ,,uxkonomuuecku cevp3an*
03HaYaea, no OMHOUIeHUEe HA PA3TUYHU
npumescamenu Ha 06a UlU nogeve
OCHOGHU namenHma, KOUMO OCUZypA6am
3aKpuna Ha eOUH u cvouy nPoOyKm, ue
e0uH npumesicameil, NPAKO UIU HENPAKO

RR\1295861BG.docx



HN3menenue 16

IIpenJioxkenue 3a perjaiaMeHT
Ynen 3 — naparpad 1 — 6ykBa 6

Texcm, npednooicen om Komucusma

0) MNPOAYKTHT KaTO JEKapCTBEH
MPOAYKT € MOJTyYHIT BATUTHO KbM
MOMEHTa pa3pellieHre 3a MycKaHe Ha
nazapa cbriacHo Jupextusa 2001/83/E0 ,
Pernament (EO) Ne 726/2004 nnu
Pernament (EC) 2019/6, cniopen ciyyasi;

HN3menenue 17

IIpenJioxkenue 3a perjiaMeHT
Yuen 3 — maparpag 3

Texcm, npeonooicen om Komucusma

3. Ha npurexarens Ha noseue Ot
€JIMH MaTEeHT 3a ChIIMS IPOAYKT HAIMA J1a
ce M3/1aBa MoBeye OT eIMH cepTU(UKaT 3a
TO3M NPOJIYKT. BhIipeku ToBa, ako UMa JBe
WJIM TI0BEYE 3asBKU 3a €IUH U ChIIl
NPOAYKT, MOAAZAECHU OT JABaMa WJIH MOBEYE
IIPUTEKATENIN HAa PA3JIMYHU [TATEHTH, Ha
BCEKH OT TAX MOXE J1a C€ U3/1aJle 10 €IUH
cepTudUKaT 3a TO3U NPOAYKT, KOTaTo T€ HE
Ca NKOHOMUYECKHU CBbP3aHHU.

HN3menenue 18

RR\1295861BG.docx

upe3 eOuH uau nogeue nOCpPeoHuyu,
KOHmMpoupa, 6uea KOHMpPOJIUPaH Uil e
no0 00wy KOHMPO ¢ Opy2 npumedcament.

Himenenue

0) MPOIYKTHT KAaTO JIEKapCTBEH
MIPOIYKT € MOJTYYHJI BAJIUTHO KbM
MOMEHTa pa3pelleHue 3a MyCcKaHe Ha
nasapa chIriiacHoO JIupeKTuBa ... /...
[2023/0132(COD)], Pernament (EO) Ne
726/2004 nnu Pernament (EC) 2019/6,
CHopes ciayyvasi;

Himenenue

3. Ha npurexarens Ha noseye oT
€/IMH MATEHT 3a ChUIMS MPOIYKT HsMa Jia
ce M3JlaBa IoBeye OT eIMH cepThdUKar 3a
TO3U IPOAYKT. BeIipeku ToBa, ako uma JBe
WM TI0BEYE 3asiBKU 33 €JUH U CBhII]
MIPOJYKT, [10/IaJIEHH OT JiBama UJIU MOBeYe
MpUTEXKATENIN HAa Pa3IMYHU aTEHTH, HA
BCEKH OT TSIX MOXKE J1a ce U3/ajie Mo eJuH
cepTU(UKAT 3a TO3H MPOAYKT, KOraTo Te He
ca UIKOHOMUYECKH CBbp3aHu. Couquam
npunyun ce npunaza mutatis mutandis
KbM 3a:A6Kume, n00adenu om
npumedicamesns OMHOCHO CoUUA
npooOyKm, 3a Koitmo npeou moea ca
u30adeHu eOuH uiu nogeue
cepmugpukamu unu eOurHHu
cepmughuxamu na opyzu paziuiHu
npumescamenu Ha pa3nudHu NAMEHmMU.

PE753.704v02-00
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IIpeasnoxenue 3a perjaaMmeHT
Yuen S — maparpa¢ 2 — yBoaHa 4acTt

Texcm, npeonoscen om Komucusama

2. Upes neporauus ot naparpad 1
cepTu(UKATHT HE OCUTYpsIBA 3aKpHUIIa
Cpeliy onpeereH! TeUCTBHS, 32 KOUTO On
C€ U3MCKBAJIO ChIVIACHETO Ha MPUTEXKATEIA
Ha cepTuduUKaTa, ako ca

M3MBJIHEHU BCUUKH J0JTYTIOCOYCHHU
YCIIOBHSI:

HN3menenue 19

IIpenJioxkenue 3a perjiaMeHT
Ynen 5 — maparpad 2 — 6ykBa a — moaATOYKA i

Texcm, npednooicen om Komucusma
1) MIPOU3BOJCTBO HAa MPOAYKT WM Ha

JIEKapCTBEH MPOJYKT, ChIAbpIKAaIll TO3U
IIPOJYKT, C LIEJI U3HOC 3a TPETU AbP>KABY;

HN3menenue 20

IIpenno:kenne 3a perjaaMeHT
Yuien S — maparpa¢ 2 — 0ykBa a — NOATOYKa ii

Texcm, npeonosicen om Komucusma

i1) CBBP3aHO JCUCTBUE, KOETO € CTPOTrO
HE00X0IUMO 32 HPOU3600CMEOMO B
Cnl03a, nocoueno 6 noOmouKa i), v 3a
CaMMs U3HOC;

N3menenmne 21

IIpensioxenue 3a perjiaMmeHT
Yuen S — naparpa¢ 2 — 6ykBa a — noATO4KA iii

PE753.704v02-00 16/39

H3menenue

2. Upes neporamwms ot naparpad 1 u 6
cvomeemcmeue ¢ Peznamenm (EC) .../...
[2023/0130(COD)] ceptudukarst HE
OCUTYpsIBa 3aKpUJia CPEILy ONpeaeTeHI
NENCTBHS, 32 KOUTO OM Ce M3HUCKBAIIO
CBIJIACHETO Ha MPUTEKATENsI Ha
ceprtu(duKaTa, ako ca U3ITBITHECHN BCHUKH
JOTYTIOCOYEHH YCIIOBHUS:

Himenenue

1) IIPOU3BOJICTBO HA IPOAYKT UJIU HA
JIEKapCTBEH MPOIYKT, ChbpKAIll TO3U
IIPOAYKT, € LEJI U3HOC 32 TPETHU JAbP)KaBH;
unu

Hszmenenue

1) CBBP3aHO JECUCTBUE, KOETO € CTPOTO
HE00XO0/IUMO 32 Mo6a nPOU3600CHEO B
C1pl0o3a WM 3a caMUs U3HOC, Wil

RR\1295861BG.docx



Texcm, npednooicen om Komucusma

iil) MIPOU3BOJICTBO, HE MO-PAHO OT 6
Mecella Iper N3THYaHEeTO Ha CPOKa Ha
neiicTBue Ha cepTudukaTa, Ha TPOAYKT
WM Ha JICKApCTBEH MPOIYKT, ChIBPIKAII]
TO3U MPOAYKT, C IIeJ CKJIaIUpaHe B
IbpKaBaTa WIeHKa Ha MPOU3BOJICTBO, 32 J1a
Ce IMyCHE TO3M MPOIYKT WU JIEKAPCTBEH
IPOIYKT, ChIBPIKAILl TO3U IMPOIYKT, HA
nasapa Ha Ibp)KaBUTE YJICHKHU CIIe]
M3THYAHETO Ha CPOKa Ha JICHCTBUE HA
CbomeemHuun cepmudukam;

HN3menenue 22

IIpenJioxkenue 3a perjiaMeHT

Yuien S — maparpa¢ 2 — 6ykBa a — NoATOUYKA iv

Texcm, npednooicen om Komucusma

iv) CBBP3aHO JCICTBUE, KOETO € CTPOTO
Heo0X0uMO 3a Mpou3BoACcTBOTO B Chi03a,
MMOCOYEHO B MOJITOYKA iii), MJIK 32 CAMOTO
CKJIaiupaHe, IPH yCIOBHE Y€ TOBA
CBBP3aHO JIEHCTBUE C€ U3BBPIIBA HE TO-
paHo OT 6 Mecela Mpeand U3THIAHETO Ha
CpOKa Ha JIelicTBHE Ha cepTU(UKATA;

HN3menenne 23

IIpeanoxenue 3a perjjaMmenT
Yuien 8 — maparpa¢ 1 — 6ykBa r a (HoBa)

Texcm, npednooicen om Komucusma

N3menenue 24

IIpenJioxkenne 3a perjaMeHT
Ynen 8 — maparpag 1 — 0ykBa r 0 (HOBa)

RR\1295861BG.docx

Himenenue

iil) MIPOU3BOJICTBO, HE MO-PAHO OT 6
Mecela Ipear U3THYaHEeTO Ha CpOoKa Ha
neiicTBue Ha cepTudukaTa, Ha TPOAYKT
WM Ha JICKApCTBEH MPOAYKT, ChIBPIKAII]
TO3U POAYKT, C IIeJ CKJIaIUpPaHe B
IbprKaBaTa 4ieHKa Ha MMPOU3BOJICTBO, 32 J1a
ce IMyCHE TO3U MPOJIYKT WU JIEKAPCTBEH
MPOIYKT, ChIBPIKAILl TO3U IPOIYKT, HA
nasapa Ha JIbP)KaBUTE YJICHKHU CIIe]
W3THYAHETO Ha CPOKa Ha JICHCTBUE HA
cepmugukama; unu

Himenenue

iv) CBBP3aHO JICHCTBUE, KOETO € CTPOTO
HE0OXOAMMO 3a TIPOU3BOACTBOTO B ChI03a,
KaKmo e TI0COYCHO B MOATOYKA 1i1), U 32
CaMOTO CKJIaJIUPaHe, IIPH yCIIOBUE Y€ TOBA
CBBP3aHO JCHCTBHE CE U3BBHPILBA HE TI0-
paHo 0T6 Mecera Mpeu U3THYAHETO Ha
CpOKa Ha JIelicTBHE Ha cepTU(UKaTa;

Himenenue

2a) aKo e nPuIoHCUMO, Co21aACUemo
Ha mpemama cmMpana, NOCO4YeHd 6
ynen 6, napazpagh 2 om nacmoawus
peznamenm.
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BG



BG

Texcm, npednooicen om Komucusma

HN3menenue 25

IIpeasnoxenue 3a perjaaMmeHT
Yuen 11 — maparpad 1 — yBoana yacr

Texcm, npeonosicen om Komucusma

1. [Tocouenust B uieH 9, naparpad 1
opraH Iy0OJIUKYBa 656 6b3MOM}CHO HAl-
KpamwuK cpoK yBEIOMIICHHE 32 U3/IaBaHETO
Ha ceptudukar. Toa crobiieHue
yBEIOMIICHHE TPsiOBa /1a ChIbPKA BCUUKH
MIOCOYEHH T0-0JTy JAHHU:

HN3menenue 26

IIpenJioxkenue 3a perjiaMeHT
Yuen 11 — maparpa¢g 1 — 6ykBa e a (HoBa)

Texcm, npednooicen om Komucusma

N3menenue 27

IIpenJioxkenne 3a perjaMmeHT
Yuen 15 — maparpag 1 — O0ykBa a

Texcm, npeonosicen om Komucusma

a) ako cepTuUKATHT € U3/1aJICH B
MPOTHBOPEYHE C YJICH 3

PE753.704v02-00

Himenenue

20) uHpopmayua 3a ecaka npaka
nyoauuna gpunancoea nookpena,
noYyYeHa 3a u3cie06anus, C6bP3AHU C
pazpabomeanemo nHa npooyKma.

Hszmenenue

I. [Tocouenust B unen 9, naparpad 1
opraH IyOJIUKyBa 0e3 HEHYHCHO 3a0a6aHe
YBEJOMJICHHE 3a U3/1aBaHETO HA
ceptudukar. ToBa croOmICHHE
YBEIOMIICHHE TPSIOBa /1a ChIbPKa BCUUKH
MIOCOYEHH 0-0JTy JaHHU:

Himenenue

ea) UHpopmayua 3a 6caKa npaKa
nyoauuna gpunancoea nookpena,
noy4eHa 3a u3cie06anus, C6bP3AHU C
pazpabomeanemo nHa npooyKma.

Hzmenenue

a) cepTU(UKATHT € U3/1aJICH B
IIPOTUBOPEYUE C WIEH 3 uiu unex 6,

napazpag 2,

RR\1295861BG.docx



HN3menenue 28

IIpenJioxkeHue 3a perjiaMeHT
Yien 16 — naparpadg 2

Texcm, npeonooicen om Komucusma

2. Bcesiko nuie moske aa nojaane
*aJiba 3a OTMsIHA Ha MPEJOCTaBEHOTO IO
cujaTa Ha HACTOsIIATA TJ1aBa YAbJIKABAHE
Ha CpOKa Ha JICCTBUE Ha cepTU(UKaTa 10
WHCTaHLIMSTA, KOMIIETEHTHA 110 CUJIaTa Ha
HAIlMOHAJTHOTO 3aKOHOJATEJICTBO /1a 00SBU
HEJIEUCTBUTEIIHOCTTA HA CbOTBETHHS
OCHOBEH TaTEeHT.

HN3menenue 29

IIpenJioxkenue 3a perjiaMeHT
Ynen 18 — maparpad 2 a (HoB)

Texcm, npeonooicen om Komucusma

HN3menenue 30

IIpeanoxenue 3a perjjaMmenT
Yuen 20 — naparpad 1

Texcm, npednooicen om Komucusma

1. KoraTo OCHOBHUAT MaTeHT €
€BPOIECHCKH MTATEHT, BKJIFOUUTETHO ¢IMHCH
MIATEHT, U Pa3pelIeHUETO 3a MycKaHe Ha
MPOJIYKTa Ha Ta3apa € U3AaJIeHO Ype3
LEHTpaTU3upaHaTa mporeaypa ChbriiacHoO
Permament (EO) Ne 726/2004 vwnm
Pernament (EC) 2019/6, ce npunara
mpoiieAypara 1mo HacTosiara riasa.

RR\1295861BG.docx

Himenenue

2. Bcesiko mure Mmoxe na moaaze
*aJiba 3a OTMsIHA Ha MPEJOCTaBEHOTO IO
CUJIaTa Ha HACTOSIIATa T7laBa yIbKaBaHe
Ha CpoKa Ha JICUCTBUE Ha cepTuduKara a0
WHCTAHIIMTA, KOMIIETEHTHA 10 CUJIaTa Ha
HAI[MOHAJTHOTO 3aKOHOJATEJICTBO J1a 00SBU
HEJEHCTBUTETHOCTTA HA ChOTBETHHSI
OCHOBEH NaTEHT, iU nped KOMNnemenmen
Cb0 HA 0bPIHCABA YIICHKA.

Himenenue

2a.  T'apanmupa ce nvana
HPO3pPaAYHOCH NO 8peMe HA YANAmaA
npouyedypa no ooicaneane, KOAmMo e
0meopeHna, K02amo e 6b3MOHCHO, 3d
yuacmue Ha oduwecmeenocmma.

Himenenue

1. KoraTo ocCHOBHUAT MaTeHT €
€BPOIEHCKH MTATEHT, BKIIFOUNUTETHO ¢IMHCH
MIATEHT, U Pa3pelIeHNETO 3a MyCcKaHe Ha
MPOJIyKTa Ha Ta3zapa € u3/1aJieHo, CHopeo
cayuasn, 6 coomeemcmeue c /lupekmuesa
(EC) .../.. [2023/0132 (COD)], upe3
[EHTpaTu3upaHara mpoueaypa ChbriiacHO
Permmament (EO) Ne 726/2004 wnm
Pernament (EC) 2019/6, ce mpunara
mpolieiypara 1mo HacTosIiara riasa.

PE753.704v02-00
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HN3menenne 31

IIpeasnoxenune 3a perjjaMmeHT
Yuien 23 — naparpad 1

Texcm, npeonoscen om Komucusama

AKO LIEHTpaJIu3upaHaTa 3asBKa € B
CHOTBETCTBUE C WIEH 22 WM aKO 3asiBKaTa
3a yIbDKaBaHE Ha CPOKa Ha JCWCTBHE HA
cepTU(HKATH € B ChOTBETCTBHE C UJieH 33,
naparpad 2, Cayxb6ara myOanKyBa
3asBKaTa B perucThpa 0e3 HEHYKHO
3a0aBsHe.

HN3menenue 32

IIpenJioxkenue 3a perjiaMeHT
Yiien 24 — naparpad 1

Texcm, npeonooicen om Komucusma

1. Cny>x0ata o1ieHsBa 3asBKaTa Bb3
OCHOBA Ha BCUYKH yCJIOBHS 110 WIEH 3,
napazpagh 1 3a Bcsika OT IOCOUYEHUTE
JbPKABU YWICHKH.

HN3menenne 33

IIpenno:kenne 3a perjaaMeHT
Yuen 24 — naparpad 2

Texcm, npeonosicen om Komucusma

2. Koraro nenrpanusnpanara 3asBka
3a cepTUUKAT U NPOAYKTHT, 382 KOUTO ce
OTHAcsl, ca B CbOTBETCTBHE C WIEH 3,
napazpagh 1 110 OTHOLLIEHUE HA BCUYKU WIIH
Ha HAKOM OT IIOCOYEHUTE JIbPKaBU WICHKH,
Cayx0ata nmpreMa MOTUBUPAHO
MOJIOKUTETHO CTAHOBHIIE OT
pa3raexJaHeTo M0 OTHOIIEHUE Ha TEe3H
nbpkaBu wieHkH. Ciyx0ara yBegomsiBa
3asBUTEJIS 32 TOBA CTAHOBHILIE.

PE753.704v02-00

20/39

H3menenue

AKO LIeHTpajau3nupaHaTa 3asBKa € B
CBHOTBETCTBHUE C WIEH 22 WM aKO 3asBKaTa
3a yIbJDKaBaHe Ha CPOKa Ha JIecTBUE Ha
cepTHU(HKATH € B ChOTBETCTBHE C WIEH 33,
naparpad 2, Cnyx6ara myOanKyBa
3asBKaTa B perucTbpa 0e3 HEHyKHO
3a0aBsSHE U He NO-KbCHO Om nem
padomnu OHu cieo moea.

Himenenue

1. Cny>x0ata o1ieHsIBa 3asBKaTa Bb3
OCHOBA Ha BCUUKH YCJIOBHUS IO YWIEH 3,
napazpaghu 1 u 3 u unen 6, napazpagh 2 3a
BCSIKA OT TIOCOYCHHUTE JbPKABU YICHKH.

Hszmenenue

2. Korato nenrpanusupaHnara 3asBKa
3a cepTU(UKAT U NPOAYKTHT, 32 KOUTO ce
OTHacs, ca B CbOTBETCTBHE C WICH 3,
napazpaghu 1 u 3 u unen 6, napazpagh 2
M0 OTHOIIIEHHE HA BCHYKH HJTU HA HIKOH OT
[IOCOUEHUTE AbpkaBu uieHkH, CiyxOaTa
npreMa MOTHBHPAHO TIOJOKHUTEITHO
CT@HOBHIIE OT Pa3IIIeKIAHETO IO
OTHOIIICHHE Ha TE3U JbP’KaBU WICHKH.
CayxOata yBeioMsIBa 3asiBUTENIS 32 TOBA
CTAQHOBHUIIIE U 20 NYOIUKY6A 6 CREYUATHUA

RR\1295861BG.docx



HN3menenue 34

IIpenJioxkenue 3a perjiaMeHT
Ynen 24 — naparpa¢ 3

Texcm, npeonooicen om Komucusma

3. Koraro nenrpanusupanara 3asBKa
3a cepTU(UKAT U MPOIYKTHT, 32 KOHUTO TS
CE OTHAcCs, HE OTTOBapAT HA U3UCKBAHMTA
10 wieH 3, napazpagh 1 1o oTHOILIEHUE HA
BCUYKHU WJIM HA HAKOM OT IIOCOYEHUTE
nbprkaBu wieHkn, Ciryx0aTa u3gaBa
MOTHBHUPAHO OTPULIATEIHO CTAHOBUILE OT
pasmIekaaHeTo MO OTHOIICHHUE Ha TE3U
nbpkaBu wieHkH. Cioyx0arta yBegomsaBa
3asiBUTENIS 32 TOBA CTAHOBHUIIIE.

HN3menenue 35

IIpenJioxkenue 3a perjiaMeHT
Ynen 24 — naparpad S a (HOB)

Texcm, npednooicen om Komucusma

RR\1295861BG.docx

pezucmup 6€3 Heonpasoano 3adassane.

Himenenue

3. Koraro nearpanusupanara 3asBka
3a cepTH(UKAT U MPOTYKTHT, 33 KOUTO TS
Ce OTHACs, He OTTOBApPAT HA N3UCKBAHUSTA
1o uiieH 3, napazpaghu 1 u 3 u unen 6,
napazpagh 2 1o OTHOLIEHUE HA BCUYKH UITU
Ha HIKOM OT TIOCOYCHUTE IbPKABH WICHKH,
Cny>x0ata n3naBa MOTHBHPAHO
OTPHIIATEITHO CTAHOBUILE OT
pasrIekAAHETO 1O OTHOIICHUE Ha T€3U
nbprkaBu wieHkd. Ciryx0ara yBeomsiBa
3asiBUTEIS 32 TOBA CTAHOBUILIC U 20
nyonuKyea 6 Cneyuannus pecucmuvp 6e3
Heonpaeoano 3aodagsane.

Himenenue

Sa. Cnyscoama npuema cmanoguuje
3a pazznexcoane 6 cpok om 6 meceua cneo
nyoOnuKyeanemo Ha UEeHmMpaIu3upanama
3asexa ¢ pecucmuvpa. bes oa ce 3acazam
unenoese 25, 26 u 28 om nacmoauwius
pecnamenm, K02amo moea e HaodjieHcHo
000CcH06aH0 0M CHOOpadcenus 3a
CREeuwHOCH, 3aA6UmeIAm moxice 0a
nooaoe uckame 3a ycKopeHa npoueoypa.
Kozamo uckanemo 3a yckopena
npoueoypa no pasznexcoane 06v0e
cuemeno 3a obocnosano, Cnyycoama
npuema cmanosuuie 3a pazenexicoane 8
cpox om 4 meceya om nyoauKysanemo Ha
3aaexama 3a eOUHHO YOOCHIO6EPEeHUe.

PE753.704v02-00
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HN3menenue 36

IIpenJioxkeHue 3a perjiaMeHT
Yaen 25 — naparpa¢ 3 a (HoB)

Texcm, npeonooicen om Komucusma

HN3menenue 37

IIpenno:kenne 3a perjaaMeHT
Yuen 26 — maparpad 2

Texcm, npeonosicen om Komucusma

2. Bo3paxxenue Moxe 1a ce nogane
CcaMO Ha OCHOBaHMUE, Y€ €IHO UJIH I10BEYE
OT yCJIOBUSTA, OIIPEJIECIICHH B WIEH 3, HE ca
U3IBJIHEHHU 3a €IHA UJIU II0BEYE OT
IMIOCOYCHUTC AbprKaBU YJICHKHU.

HN3menenue 38

IIpenno:kenne 3a perjaaMeHT
Yuen 26 — naparpadg 4 — OykBa B a (HOBa)

Texcm, npeonosicen om Komucusma

HN3menenue 39

IIpenJioxkenne 3a perjaMmeHT
Ynen 26 — maparpag 6

Texcm, npeonosicen om Komucusma

6. AKO KOMHCHATA IO Bb3paKCHUATA

PE753.704v02-00
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Himenenue

3a. Kozcamo ce npunaza yckopenama
npouedypa 6 coomeemcmeue c uien 24,
napazpagh 5a, cmanoguuiama ce nooasam
6 CPOK om wiecm ceoOMuuu cieo
nyonuKyeanemo Ha 3ai6Kama 6
pecucmupa.

HUszmenenue

2. Br3paxxenue Moxke na ce nogane
CaMO Ha OCHOBaHHUE, Y€ €IHO UM I10BEYE
OT yCIJIOBUSATA, ONIPEIEIICHN B WICH 3 uiu
ynen 6, He ca U3IbJIHEHU 32 €/IHA WIH
IMOBEYC OT MOCOUCHUTE AbPrKaBHU YJICHKH.

Hszmenenue

ea) 8CUYKU 00KaA3amencmeda, Ha
KOUMmo 6v3pa3zaeaujomo iuye ce no306aea
6 NOOKpena Ha 8b3pax;ceHuemo.

Hszmenenue

6. AKO KOMHCHSATA IO Bb3paKCHUATA

RR\1295861BG.docx



YCTaHOBH, Y€ Bb3paXKEHUETO HE OTTOBaps
Ha U3UCKBaHMATA Ha naparpadu 2, 3 unu 4,
TS OTXBBPJIIS Bb3PaXKEHUETO KaTO
HEJOIyCTUMO U ChOOIIIaBa moea Ha
BB3pa3sBalllOTO JIMIIE, OCBEH aKO TE3U
HEJ0CTaThIM HE ObJAT OTCTPAHEHU IPeau
M3TUYAHETO Ha CPOKa 3a MOJaBaHE HA
BB3PaXKEHHE, TIOCOUCH B maparpad 1.

HN3menenue 40

IIpenJioxenne 3a perjiaMeHT
Ynen 26 — maparpag 9

Texcm, npeonosicen om Komucusma

9. Cmyx0ara ce mpou3Hacs 1o
BB3PAKEHHUETO B CPOK OT IIECT MEcella,
OCBEH aKO CJII0)KHOCTTA Ha CITydasi H3UCKBa
MO-JIBJIBT CPOK.

HN3menenne 41

IIpenno:kenne 3a perjaaMeHT
Yuien 26 — naparpadg 9 a (HoB)

Texcm, npeonosicen om Komucusma

N3menenue 42

IIpenJioxkenne 3a perjaMmeHT
Yuen 26 — maparpa¢ 10

RR\1295861BG.docx
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YCTaHOBH, Y€ BB3PAKEHUETO HE OTTOBaps
Ha U3UCKBaHMSITA Ha naparpadu 2, 3 wnu 4,
TS OTXBBPJIS Bb3PAXKEHUETO KaTO
HEJOIyCTUMO U ChOOIIaBa ceoemo
peuienue, KAKMo u 000cHO6Kama Ha
c60emo pewienue Ha Bb3pas3sBalloTo JINLE,
OCBEH aKO Te3U HEJOCTAaThIM He ObaaT
OTCTPAaHEHH MPEAN U3TUYAHETO HA CPOKA
3a [0JJaBaHE Ha Bb3PAKECHUE, IOCOUECH B
naparpad 1.

HUszmenenue

0. Cmyx0ara ce mpou3Hacs 1o
BB3PAXKECHUETO, KAMO 6KAI04U6A NOOPOOHA
000CHO6KA HA peuleHlemo, B CPOK OT
IIECT Mecela, OCBEH aKo CI0XKHOCTTA Ha
CITydasi H3UCKBA IO-IIBJIBI’ CPOK.

Hszmenenue

9a. B cnyuaume, kocamo cpeuty
0aoeno cmanoguuie om paszanedxcoane ca
6HECEeHU HAKOJIKO 8b3PaAMdCeHUs,
Cnyscoama paszenesrncoa 6v3parxcenuama
Cb8MECMHO U U30a6a eOHO peuieHue no
OMHOUIEHUE HA 8CUYKU NPEOCMABEHU
8b3padceHus.

PE753.704v02-00
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Texcm, npednooicen om Komucusma

10. AKO KOMHUCHSATA 110 Bb3PAKEHUATA
MIPELeH!, Y€ HUTO €TUH MOTUB Ha
BB3paXEHHUETO HE 3acsra OTPULATETHO
OCHOBaHUSTA 3a MOJIbP)KaHE Ha
CTaHOBHILETO OT Pa3IJIEkKAAHETO, T
OTXBBPJIS Bh3pakeHuero u Ciyxbata
0TOeNs3Ba TOBA B PETHCTHPA.

HN3menenne 43

IIpenJioxkenue 3a perjiaMeHT
Yien 26 — naparpag 12 a (HoB)

Texcm, npednooicen om Komucusma

HN3menenue 44

IIpenJioxkenue 3a perjiaMeHT
Yuen 27 — naparpad 1

Texcm, npednooicen om Komucusma

1. ITo uckane, oTmpaBeHo 110
Cmyx0arta, BCeKH KOMIIETEHTEH
HaI[MOHAJICH OpTaH MOXe Ja 0bje
HazHaveH oT Ciyx0ara 3a yyacTBaIo
BEJIOMCTBO B IIPOIEAyparTa o
pasrnexgane. Cien KaTo KOMIIETEHTEH
HaI[MOHAJIEH OpraH Ob/ic Ha3HAYEH B
CBOTBCTCTBHE C HACTOAIIIUA YJICH, TO3U
OpraH ONpeJess eIUH WU TIOBeUYe
CKCIICPTHU, KOUTO J1a YHaCTBAT B
pasrIekKIaHEeTO Ha €JTHA MJTH ITOBEeUe
LHECHTpAJIU3HUPAHU 3asIBKH.

PE753.704v02-00

Himenenue

10. AKO KOMHUCHSATA 110 Bb3paKEHUATA
TIPElieHH, Y€ HUTO eIMH MOTHB Ha
BB3PaKEHHETO HE 3acsira OTPULATEITHO
OCHOBAHUSTA 3a MO IbP)KaHE Ha
CTaHOBHILIETO OT Pa3IJIEKIAHETO, TS
OTXBBPJIISl Bb3PAXKEHUETO U Y8e0OMA8A
6b3paA3A6au40mMo e 3a C60emo
peuwenue u Cnyxbata oTOensI3Ba TOBA B
perucrupa.

Himenenue

12a. T'apanmupa ce nvina
nPO3pPaAuHOCH NO 8peme Ha YAIAMa
npoyeodypa no 6v3pasicenue, KOAMO e
0meopena, K02amo e 6b3MOMNCHO, 3a
yuacmue na oouecmeenocmma.

Himenenue

1. ITo uckane, oTpaBeHo 10
Cmyx0arta, BCeKH KOMIIETEHTEH
HAI[MOHAJICH OpraH Moe Ja 0be
HazHaueH oT Ciyx0ara 3a ygacTBamio
BEJIOMCTBO B IIPOIIEAypaTa Mo
pasraexane. Cieq KaTo KOMITIETEHTEH
HAI[MOHAJIEH OpraH Ob/ic Ha3HAYEH B
CBOTBCTCTBHUE C HACTOAIIIUA YJICH, TO3HU
OpraH OMpe/eNs euH UK TIOBeYe
CKCIICPTHU, KOUTO I1d YHaCTBAaT B
pas3rIeKIAaHETO HA €THA UJIH ITOBEeUe
[EHTPAIM3UPAHU 3a5BKH, 6b3 OCHO6A HA
MmexXHume CbOmMeemHuu eKCnepmHu
HO3HAHUA U RPAKMUYECKUA UM ORUM 8

RR\1295861BG.docx



HN3menenue 45

IIpenJioxkenue 3a perjiaMeHT
Ynen 28 — maparpa¢ 3 — 0ykBa a

Texcm, npeonooicen om Komucusma

a) ocuzypaea 2eozpagcku dananc
Medncoy yuacmeauwume 6€00MCmed;

N3menenue 46

IIpenJioxkenue 3a perjiaMeHT

Yuen 28 — maparpa¢g 3 — 6ykBa a a (HOBa)

Texcm, npeonooicen om Komucusma

HN3menenue 47

IIpeanoxenue 3a perjjaMmenT
Yuen 28 — naparpag 3 — OykBa B

Texcm, npednooicen om Komucusma

B) HeE JI0IyCKa BKJIOYBAHETO Ha
noeeue om eOuH €KCIepT, KOUTO €
CILy’KMTEJ Ha KOMIIETEHTEH HallUOHAJIEH
Opra, mpujaraii U3KJI04eHHEeTO,
npeosudeno B unex 10, maparpad 5.

N3menenue 48

RR\1295861BG.docx

oonacmma.

Himenenue

a) CbOomeenHu eKCnepmHuu NO3HAHUS
U 00CMamMvbYeH ORUM 8 PA321eHCOAHEMO
Ha namenmu u cepmugpukamu 3a
00NBIHUMENHA 3AKPULA, KAMO NO-
CREeUUAIHO ce 2apaHmupa, ye noHe eOuH
eKcnepm uma Hau-maiKo nem 200UHU
onum ¢ 061acmma Ha pa3ziedcoanemo
Ha namenmu u cepmugukamu 3a
00NnvIHUmMENHA 3AKPUA,

Himenenue

aa)  NPuU 6H3IMONCHOCH OCUZYPABA
2eozpaghcku danamnc mexicoy
yuacmeauwjume 6e00Mcmea;

Himenenue

B) HE JI0NyCKa BKJIKOYBAHETO Ha
€KCIIepT, KOMTO € CIIy’KUTEI Ha
KOMIIETEHTEH HAllMOHAJIEH OPraH,
Ipujarail U3KI4YEeHUEeTO, HOCOYEHO B
unien 10, maparpad 5 om nHacmoauwusn
peznamenm.
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IIpeasnoxenue 3a perjaaMmeHT
Ynen 29 — naparpag 3

Texcm, npeonoscen om Komucusama

3. Kanbara ce mogaBa 1o Ciyxbata
MMCMEHO B CPOK OT JIBa Mecella OT Jarara
Ha choOIaBane Ha pemeHueto. XKanbara
Ce cuuTa 3a MOJa/IeHa e/IBa CIe]
3aInialaHe Ha TakcaTa 3a oOxanBaHe. B
ClIy4aii Ha 00XaJlBaHe B CPOK OT

Yemupu Mecela ot JaTaTa Ha ChoOIIaBaHe
Ha PELICHUETO Ce MPEACTaBS MUCMEHO
M3JI0’KEHUE Ha OCHOBAHMSITA 32
o0xaJBaHe.

HN3menenue 49

IIpenJioxkenue 3a perjiaMeHT
Ynen 29 — naparpa¢ 3 a (HoB)

Texcm, npeonooicen om Komucusma

HN3menenue 50

PE753.704v02-00

H3menenue

3. XKanbara ce mogaBa 1o Ciyxbata
MMMCMEHO B CPOK OT JIBa Mecella OT Jarara
Ha choOmaBane Ha pemeHueTo. XKanbara
ce CUuTa 3a moJajJeHa e¢aBa Cle
3amialjaHe Ha Takcara 3a oOkayiBane. B
ClIy4aii Ha 00XallBaHe B CPOK OT

mpu Mecela oT Jarara Ha choOIaBaHe Ha
PEIICHUEeTO ce MPEICTaBsl MUCMEHO
M3JI0’KEHHE HAa OCHOBAHMATA 3a
o0)KaJIBaHe, 6KIIOYUMETIHO
cvomeemuume 00KA3ameicmea 3a mesu
OCHOGAHUAL.

Himenenue

3a.  Bceku omzoeop na usnosicenuemo
Ha OCHOGaHUAMA 3a 00XHcaI8aHE Ce
npeocmaes 6 nucmeHna popma 6 cpok om
mpu meceya om oamama Ha
Y6e0oMmAsane 3a u310)HCeHuemo Ha
ocHoeanuama 3za ooxcangane. Kozamo e
npunoxcumo, Cayxncoama onpeoensa oama
3a yCmHO u3ciyuigane  CpoK om mpu
meceya cied nodagane Ha 0m2060pa Ha
OCHOGAHUAMA 3a 00)caéane Uil é CpoK
om wiecm meceya om no0A6aHemo Ha
OCHOGaHuAmMaA 3a 00icangane, é
3aeucumocm om moea Koe om ogeme
cvoumus nacmwvnea no-pano. Cnyycoama
u30a6a NUCMEHO peuieHue 8 CPOK om mpu
meceya om yCMHOMO U3CIYUIeane uiu
Om 6HACAHEMO HA 0M2080paA HA
U3/10)1CEHUEmO HA OCHOBAHUAMA 34
oodxcansane, cnopeo ciayuas.
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IIpeasnoxenue 3a perjaaMmeHT
Ynen 29 — naparpa¢ S

Texcm, npeonoscen om Komucusama

5. Koraro xan6a npen anenaTuBHUTE
cberaBu Ha Ciysk0aTa BOIM JI0 pelIeHHe,
KOETO HE € B ChOTBETCTBHUE CHC
CTaHOBHIIETO OT PA3IJICKTAHETO U €
npeaaneno Ha Ciyx0ara, pelmeHneTo Ha
CBhCTAaBUTE MOJCe 04 OMMEHU VTN U3MEHU
TOBa CTAHOBHIIIE, IPEIU TO Ja OB
MpenageHo Ha KOMIIETEHTHUTE
HallMOHAJIHU OpFaHI/I Ha ITOCOYCHUTEC
JbPKABU YJICHKH.

HN3menenne 51

IIpenJioxkenue 3a perjiaMeHT
Ynen 30 — naparpa¢ 4

Texcm, npeonooicen om Komucusma

4. UieHOBETE HA aNEJIATUBHUTE
CbCTaBH 110 BBIIPOCH, CBBP3aHU C
LEHTPAIU3NPAHUTE 3asIBKU 32
cepTU(UKATH, CE HA3HAYaBarT 110 pefa Ha
yied 166, naparpag 5 ot

Pernament (EC) 2017/1001.

HN3menenue 52

IIpenJioxkenne 3a perjaMmeHT
Yuen 30 — maparpad 4 a (HoB)

Texcm, npeonosicen om Komucusma

RR\1295861BG.docx

H3menenue

5. Koraro xanba npen anenatuBHUTE
cberaBu Ha Ciryx0aTta BOAM 10 pelIeHue,
KOETO HE € B ChOTBETCTBHE ChC
CTaHOBHILIETO OT PA3IJIEKIAHETO U €
npeaaneno Ha Ciyx0ara, pelmeHneTo Ha
CbCTaBUTE OMMEHA VI UIMEHA TOBA
CTaHOBHIIIE, ITPEIIU TO J1a Ob/Ie IpeaaIeHo
Ha KOMIIETEHTHUTE HAllMOHAJTHU OpTaHy Ha
IMOCOYCHUTC AbpPrKaBH YJICHKU.

Himenenue

4. UsieHOBeTE HA aneNaTUBHUTE
CbCTaBH I10 BBHIIPOCH, CBBP3aHU C
LEHTPATU3UPAHNUTE 3asIBKU 32
ceptuduKaTy, ce Ha3Ha4aBar o pea Ha
yiieH 166, naparpag 5 ot

Pernament (EC) 2017/1001. Ilpu
HA3HAYAEAHEMO Ha YIeH06€e Ha
anenamueHume CbCmagu no 6bNPOCU,
CEBP3AHU C YEHMPATUZUPAHUME 3a16KU
3a cepmugpuxkamu, cneosa oa ce ezeme
npeosud mexHusam npeouuien Onum no
6BbNpPOCU, CEBP3AHU CHC cepmudukamume
30 0ONBAHUMENHA 3AKPUIA UTIU
namenmume.

Hszmenenue

4a. 3a anenamueénume coCcmaeu o

PE753.704v02-00
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6BbNpPOCU, CEBP3AHU C
UyeHmpanuzupanume 3aa6Ku 3a
cepmughuxamu, ce npunaca uaen 166,
napazpagh 9 om Peznamenm (EC)

Ne 2017/1001.

HN3menenne 53

IIpenJioxkeHue 3a perjiaMeHT
Yuen 32 — naparpag 1 — anunes 1 a (HoBa)

Texcm, npeonooicen om Komucusma Himenenue

Toea npeoasane ce uzevpuiga oe3
HEHYIHCHO 3a0assaHe 8 CPOK, KOUMO
n0360146a HA KOMNEemeHmHume
HAUUOHATIHU OP2AHU HA 6CAKA
onpeoenena 0vprHcasa YieHKa 0a
u30a0am unu Omxewvpaam cepmuguxam,
cnopeo ciyuas, 6 CbOMeEencmeue ¢
RpUNOHCUMUME HAWUOHATIHU RPOYEOYPU,
npeou usmuyanemo Ha CpoKa Ha
oelicmeue HA OCHOGHUSA NAMEHM.

N3menenue 54

IIpenno:kenne 3a perjaaMeHT
Yuen 32 — naparpad S a (HoB)

Texcm, npeonosicen om Komucusma H3menenue

5a. Komnemenmuuam nayuonanen
op2an unghopmupa 3aaeumens 3a
peuienuemo cu 6e3 Heonpasoano

3abaeane.

HN3menenue 55
IIpeanoxenue 3a perjaaMmenT
Ynen 33 — naparpa¢ 4

Texcm, npednooicen om Komucusma H3menenue
4. Tpertu nuua cpiro Morar aa 4. Tperu nuua cpiro Morar aa
MPEACTABSAT CTAHOBUIIA IO OTHOIIIEHHE Ha MIPEJICTAaBAT CTAHOBUIIA UIU 6B3PAICEHUE
LIEHTpaTu3MpaHa 3asBKa 3a yIbbKaBaHe Ha 10 OTHOIIIEHUE Ha [EHTpaJU3upaHa 3asiBKa
PE753.704v02-00 28/39 RR\1295861BG.docx
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CpOKa Ha JIeCTBUE HA cepTH(UKATHU.

HN3menenue 56

IIpeasoxenune 3a perjaaMmeHT
Yuien 35 — naparpad 1

Texcm, npeonooicen om Komucuama

1. Cmyx06ara pa3paboTBa, BOJIU U
MOAIBPKA EIEKTPOHEH PETUCTBP, KOUTO
MIPeIOCTaBs aKTyajiHa HHPOpMaIHs
OTHOCHO CTaTyca Ha BCUUKU IyOJIMKyBaHH
OECHTpAJIU3HUPAHU 3asIBKHU U HA BCUYKH
LEHTPAJIM3UPAHNU 3a5BKU 32 YIbJDKaBaHe
Ha CpOKa Ha JIeCTBUE Ha CepTU(PUKATH.

HN3menenue 57

Hpezl.nomeﬂue 3a perijiaMmenT

Yuren 35 — maparpadg 2 — OykBa i a (HOBa)

Texcm, npeonosicen om Komucusma

HN3menenue 58

IIpeanoxenue 3a perjjaMmenT
Yuen 35 — naparpadg 2 — OykBa K

Texcm, npeonooicen om Komucusma

K) Jarara u pe3irome Ha CTaHOBUIICTO
OT Pa3rjIC)KAAHCTO MO OTHOIICHHUEC Ha BCSAKaA
OT IIOCOYCHUTC OABPIKABU YJICHKU,

N3menenue 59

RR\1295861BG.docx

3a ybJ)KaBaHE HA CPOKa Ha JIEHCTBUE HA
ceptudukaTu

Himenenue

1. Cmyx06ara pa3paboTBa, BOJIU U
NOAABPKA 00UieCmeeHo 00CmbneH
€IIEKTPOHEH PETUCTHD, 8 KOUMo Modce 0a
ce u3ebpuIea Mmypcere, KOUTo MpeocTaBs
aKTyajHa HHPOpMaIHs OTHOCHO CTaTyca
Ha BCUYKU MyOJIMKYBaHU [IEHTPATU3UPAHH
3asBKH U Ha BCUYKH [IEHTPATH3HPAHH
3asiBKM 32 yIbDKaBaHE Ha CPOKa Ha
neiicTBre Ha cepTU(UKaATH.

Hszmenenue

iua)  uHpopmayus 3a 6caKa npaKa
nybéauuna gounancoea nookpena,
nOJIyUeHa 3a U3C1e06aAHUA, CBLPIAHU C
paspadbomeanemo na npooyKkmay

Hzmenenue
K) maTtaTta U CTAaHOBHILIETO OT

PA3rICKIaHETO MO OTHOICHUC HA BCAKA OT
MMOCOUCHUTC ABPrKaBU YICHKU,

PE753.704v02-00
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IIpenJioxkenue 3a perjiaMeHT
Yuen 35 — naparpag 2 — OykBa H

Texcm, npednooicen om Komucusma

H) KOTaTo € NpHJI0KUMO, HAJTUIUCTO
Ha MOoJaaACHO BB3PaAXKCHUEC U pE3yJIiTaTa OT
MIPOU3BOACTBOTO 10 TOBA Bb3PAXKCHUC,
BKIIFOYUTEIIHO, KOTaTO € IMPHUIIOKHUMO,
PE3OMC Ha MPCPpa3riiCcIaHOTO CTAHOBUIIIC
OT Pa3rjIC)KaAaHECTO,

HN3menenue 60

IIpenJioxkenue 3a perjiaMeHT
Yaen 35 — maparpa¢ 2 — 0ykBa o

Texcm, npednooicen om Komucusma

0) KOT'aTo € MPUJIOKUMO, HATUIHUETO
Ha MoJiaJIeHa kanba u pe3yarara ot
MPOU3BOJICTBOTO IO Ta3H ajoa,
BKIIFOYUTECIIHO, KOTaTO € IMPHUIIOKHUMO,
pe3roMe Ha pepasriielaHOTO CTAHOBUIIIE
OT pasriekKaaHeTO;

HN3menenne 61

IIpenno:kenne 3a perjaaMeHT
Yuen 35 — maparpadg 11 a (HoB)

Texcm, npeonosicen om Komucusma

PE753.704v02-00

Himenenue

H) KOTraTo € NpHUJI0KUMO, HATUIUCTO
Ha MOoJaaACHO BBb3PaXKCHUE, HecoeUA
cmamyc U pe3yjiTaTta OT IPOU3BOJACTBOTO
I10 TOBA BB3PAKCHUC, BKIIFOUUTCITHO,
KOTaTo € MpHUJI0KUMO, PE3IOMEC Ha
mpepasriiCqaHOTO CTAHOBUILC OT
PA3rICIKAAHCTO,

Himenenue

0) KOTaTo € MPUIOKUMO, HATHIHETO
Ha TI0JIa/ICHA KaJI0a, HelHUs cmamyc 1
pe3yinraTta OT IPOU3BOACTBOTO 10 Ta3u
Kaj0a, BKIIFOYHUTEITHO, KOTaTo €
MIPUIIOKUMO, PE3IOME Ha MIPepasriieJaHOTO
CTaHOBHIIE OT PA3TIICIKIAHETO;

Hszmenenue

11a. Ype3 oepozayusn om unen 35,
napazpagh 9, Oykea 6) nyoauunume
Op2anu He uznon3zeam uHgpopmayuama,
npedocmaesena ¢ pezucmuvpa, 3a
npaKmuKume Ha c6vbP36ane HA NAMEHmMuU,
a pecynamopuume uiu
AOMUHUCIMPAMUGHUME PEeUIeHUA
OMHOCHO 2EHEPUYHU UIU OUONO000HU
JleKapcmeenu npooyKmu He ce
OocHo6asam Ha UHpopmayus,
npeoocmaeena ¢ pecucmuvpa, u He ce
U3Nn0136am 3a OMKa3, CRUpaHe Ha
deiicmeuemo, 3a0aeane, ommeznane uiu

RR\1295861BG.docx



HN3menenue 62

IIpeasoxenune 3a perjaaMmeHT
Yuen 44 — naparpad 2

Texcm, npeonosicen om Komucusma

2.
npeod KOMUCUA NO Pa32iencoanenmo uiu
KOMUCUSA RO 6b3PANCCHUAMA HE €
nyoauuna.

HN3menenne 63

IIpenJioxkenue 3a perjiaMeHT
Ynen 44 — naparpag 3

Texcm, npeonooicen om Komucusma

3. YcrHuTe a3 Ha MpOU3BOJCTBATA
TIpe]] areIaTHBHUTE ChCTABH,
BKJIFOYMTEIHO OOSIBSIBAHETO HA PEIICHUETO
Y, B 3aBHCHMOCT OT CITy4asi, Ha
IpepasrielaHoTo CTaHOBHUIIIE, ca
myOJIMYHH, OCBEH aKo areJIaTHBHUTE
ChCTaBH pellaT JApyro B CIy4yauTe, Korato
JOTTYCKaHETO Ha OOIIECTBEHOCTTA 01
MOTJIO J1a I0BEJIE 10 CEPHO3HU U
HeolNpaBJaH! HEOIAroNpUsATHU
MOCTIEeIUIH, O-CIEIIUATHO 3a HAKOS OT
CTpaHHTE B TPOHU3BOJCTBOTO.

N3menenue 64

RR\1295861BG.docx

Yemuama ¢paza na npouseoocmeo

31/39

OMMANAG HA PA3PEUIeHUs 3 MbP2OGUs,
peuienus 3a yeHooopasysame u
6b3Ccmanoeasane Ha pazxoou unu
mpuvicHu ohepmu.

Hsmenenue
3anuyaea ce
Hsmenenue
3. YcrHuTe pa3u Ha MpoU3BOICTBATA

IIPE] KOMUCUA NO PA32EHCOAHEMO,
KOMUCUA NO 6b3PAINCCHUAMA UIU
arneJIaTUBHUTE ChCTaBU, BKIIOYUTEIIHO
00SIBSIBAaHETO HA PELICHUETO U B
3aBHCHMOCT OT CJIy4asi, Ha
IIpepasriielaHoTO CTAHOBHUIIIE, ca
yOJIMYHU, OCBEH aKO KoMUcuama no
pasanexicoanemo, KOMUcCUAmMa no
63PANCEHUAMA WU ATICTIATUBHUTE
ChCTaBH pellaT JIpyro B caydauTe, Korato
JIONyCKaHEeTO Ha OOIIECTBEHOCTTA 00 uacm
om ycmuama ¢paza Ha npou3600cMEomo
uau 00 nPOU3600CMEOMO 6 He206ama
yAnocm OU MOTJIO J1a TOBEJIE 10 CEPUO3HU
1 HeollpaBJAaHU HeOJIaronpHusITHH

MOCTEe UM, O-CIELUATHO 32 HAKOS OT
CTpaHUTE B MPOU3BOACTBOTO.
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IIpenJioxkenue 3a perjiaMeHT
Ynen 45 — naparpa¢ 3

Texcm, npednooicen om Komucusma

3. Axo Ciyx0ata win cbOTBETHaTa
KOMHCHS TIPEIICHH, Y€ € HE0OX0IUMO
JlaJieHa CTpaHa, CBUJETeN UM eKCIIepT Aa
MPEJICTaBH JOKA3aTEeJICTBA YCTHO, TS
MIPU30BaBa CbOTBETHOTO JIUIIE Jla C€ SIBU
npen Hest. CpOKBT 3a MpU30BaBaHe € Haii-
MAJIKO €/IMH MEeCell, OCBEH aKO C€ OCTUTHE
CBIJIaCHUE 3a MO-KPaThK CPOK.

HN3menenue 65

IIpenJioxkenue 3a perjiaMeHT
Yuen 57 — naparpag 2

Texcm, npeonooicen om Komucusma

2. Jo [Ciy>x6a 3a myOnuKanuu: Moss,
BBbBEJIETE: TIET TOMHN CIIe]] 1aTaTa Ha
npusaratHe] ¥ Ha BCEKU 5 TOMHU ciell
tToBa KomucusTa H3BbpIIBa U OLIEHKA HA
npuiarasero Ha raasa III.

PE753.704v02-00

Himenenue

3. Axko Cnyx0aTa uim cboTBeTHaTa
KOMHCHSI TIPEIICHH, Y€ € HE0OXO0IUMO
JlaJieHa CTpaHa, CBUAETEN WU eKCIEPT Aa
MIPEJICTaBU JOKA3aTeJICTBA YCTHO, TS
MPHU30BaBa CbOTBETHOTO JIUIIE J1a CE SIBU
npen Hes. Kocamo 0v0e npuzoean oaden
excnepm, Cnyxcoama unu coomeemnama
Komucus, cnoped KOHKpemHus cay4ail,
npoeepaga 0anu 1uUemo He € 6
Kon@nauxkm na unmepecu. CpoxspT 3a
MPHU30BaBaHe € Half-MaJIko €MH Mecell,
OCBEH aKoO C€ IMMOCTUTHE ChIIIACHE 3 T10-
KpaTbK CPOK.

Himenenue

2. Ho ... [Cayx0a 3a myOIuKauu:
MOJISI, BEBEJICTE: IIET T'OJIMHU CJIC]T JaTaTa
Ha [pUJIaraie| ¥ Ha BCEKU 5 TOJMHU Cle]
toBa Komucusita m3BbpIIIBa 1 OIICHKA Ha
npuiarasero Ha riasa Il u npedcmaes na
Eeponeiickua naparamenm, na Cveema u
na Eeponeiickua uxonomuuecku u
couuanern Komumem 00K1ao 3a
ocHoeHUme Koncmamauuu. B oyenkama
cledsa 0a ce npeyeHu no-Cneyuaino
oanu ca ROCMUZHAmMu yeaume Ha
pasznopeodoume Ha nocouenama 2naea.

RR\1295861BG.docx



NMPUNOXEHUE: CYBEKTU UITN NIULIA, OT KOUTO AOKNAAOYUKDBT E
nonyyumn "HeOPMALIUA

B croTtBercTBHE ¢ WwieH 8 oT npuoxkenue I kpM IIpaBmiHnKa 3a JEHHOCTTA TOKIATIUKHT
JIeKJIapupa, 4e B X0Jla Ha U3TOTBSIHE Ha JIOKJIaJla 10 MPUEMAHETO My B KOMHUCHS € TTOJTyYeHa

nH(pOpPMAITUS OT CIACTHUTE CYOCKTH MM JIUIIA:

CyOexT u/njm auue

IAstraZeneca

\AnimalhealthEurope a.i.s.b.l.

Bristol-Myers Squibb Company

Bundesverband der Arzneimittel-Hersteller e.V.

Bundesverband der Pharmazeutischen Industrie e.V.

Deutsche Sozialversicherung Europavertretung

European Federation of Pharmaceutical Industries and Associations

EUIPO

Johnson & Johnson

MEDICINES FOR EUROPE

Pro Generika e.V.

S.A. Eli Lilly Benelux N.V.

'Verband der Chemischen Industrie e.V.

'Verband der forschenden Pharma-Unternehmen

WEMOS

CHHUCBKBT IMO-TOpeC € U3rOTBCH B PAMKHUTC HAa U3KIIIOUUTCIIHATA OTTOBOPHOCT HA AOKJIaJYHUKa.
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9.11.2023

NMACMO HA KOMUCUATA NO NMPABHU BBINPOCHU

Anpuan Backec Jlacapa
IIpencenaren

Komucus no npaBHM BBIIPOCH
BPIOKCEJI

OtHocHo: CTaHOBHILE OTHOCHO MPE/IOKEHUETO 3a periaMeHT Ha EBponelickus mapiaMeHT
1 Ha ChBeTa OTHOCHO CepTH(MKATA 32 TOMBIHUTEIHA 3aKpUJIA HA JICKAPCTBEHUTE
npoayktH (mpepadoten Teker) (COM(2023)0231 — C9-0146/2023 —
2023/0130(COD))

VYBaxaemu rocnioguH [Ipencenaren,

Komucusita o npaBHH BBIIPOCH pasriiefia FOpernoCcoYeHOTO MPEAIoKEHUE B CbOTBETCTBHE C
ynied 110 ot [IpaBunHuka 3a neitHocTTa Ha EBponeiickus napiaMeHT OTHOCHO IpepadoTkara
Ha 3aKOHO/IaTCIIHU AKTOBE.

[Taparpa¢ 3 oT mocoueHHst YWieH Ii1acu CIeAHOTO:

,,AKO Komucusima, KOmMnemeHmHna no npasrume 6vnpocu, ciuma, e npedﬂoofceHuemo HeE
600U 00 ()pyeu NPOMEHU NO CbULeCn80 OC6EH NOCOUYEHUNE Kamo maKkued 6 npedﬂoofceHuemo,
m: y6€00M}16'a 3a mosa Komucuama, KOmMnemermHua no 6vnpocda.

B mosu cryuail, 6 donvinenue kom yciogusma, yemanogenu 6 uienose 180 u 181, 6
KOMUCUAMA, KOMNEeMeHMHA NO 8bNpocd, ce 00ONYCKaAm Camo UsMeHeHUs, KOUmo ce OMHACIm
00 uacmume om NPeoNOAHCEHUEMO, KOUMO CbOBbPIHCAM NPOMEHU.

Bwnpexu mosa, usmenenus na uacmume na NPeonIOACEHUEMO, KOUMO 0CMA8am HenpoMeHeHU
6 NpeoiodiceHuemo, Mo2am 0a ce OONYCHAM, NO USKIIOYEHUe U 34 6CeKU OMOeNeH Cy4al, om
npeoceoamensi HA KOMUCUAMA, KOMREMEHMHA NO 8bNPOCA, AKO MOU CYUma, 4e mosd e
Heo0X00UMO NO HANONCUMENHU NPUYUUHU, CELP3AHU C 8bMPEUHAMA I02UKA HA MEeKCMA, Ul
Ml KAmo UsMeHeHUAMa ca Hepa3pusHo cebp3anu ¢ Opyau 0onycmumu usmenenus. Tezu
npudYUHY mpsAoea 0a ce nocouam 6 nUCMeHama 000CHOBKA HA U3MeHeHuama. **

ChriacHo NMpUIOKEHOTO KbM HACTOSIIINS IOKYMEHT CTAHOBHIIE HA KOHCYJITATUBHATA
paboTHa rpymna, chbcTaBeHa OT IpaBHUTE Ciyxk0u Ha [lapnamenta, CrBera u Komucusra,
KOSITO pasriie/ia NpeasioKeHNeTo 3a npepadoTka, U B ChOTBETCTBUE C MPENOPHKUTE HA
JOKJIaTYMKa, KOMUCHATA TIO TIPaBHU BBIIPOCH CYHUTA, Y€ BHIIPOCHOTO MPEJIOKEHUE HE
BKJIFOYBA HUKAKBU M3MEHEHUS 110 ChIIECTBO, OCBEH MTOCOYEHUTE KaTO TAKUBA B CAMOTO
NpeJIoKEHHE, U Y€ IO C€ OTHACS J0 KoAU(HUKAIUATA Ha HEPOMEHEHUTE pa3nopendou Ha
MIPEAUIIHUAS AKT C BIIPOCHUTE U3MEHEHUS 110 ChIIECTBO, MIPEITIOKEHUETO CE CBEXKIA 10
00MKHOBEHAa KOAU(HUKAIUS Ha CHIIECTBYBAIIUS TEKCT, 0€3 MPOMSHA MO CHIIECTBO.
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B 3aknrouenue, Ha cBoeto 3acenanue ot 07 HoeMBpu 2023 1. KOMUCHATA 110 IPABHU BBIIPOCU
CIMHOIYIIHO! pelu [1a 1ajie MPernopbka Ha KOMUCHSTA O TIPABHH BBIIPOCH, B KAYECTBOTO H
Ha BOJIEIIa KOMUCHS, 1a IPUCTBIIN KbM Pa3IiIeKIaHe Ha TOPENIOCOUYEHOTO IPEIOKEHHE B
cpoTBeTCTBHE ¢ WiIeH 110.

C yBaxeHue,

Anpuan Backec Jlacapa

[Ipunoxxenue: CTaHOBUIIE HA KOHCYJTaTUBHATA paOOTHA IpyIia

' Ha oxonuaremnoro riIacyBaHe mpuchcTBaxa: Anpuan Backec Jlacapa (mpencemaren), Mapnon Bancman

(3amectauk-nipencenaren), Padaene Crankanenu (3amecTHUK-TIpeacenaren), Anecanapa baco, [Tarpuk
Bpaiiep, Unana Cuxtopen, Auren J[xam6aszku, M6an ["apcust nen bnanko, Xeiinu XayTtana, Banepu Xaitep
(3a ITuep Kapneckunn coritacHo wien 209, maparpad 7), XKun JIbooperon, Mapus-Manyen Jletan-
Mapkem, Kapen Menxkuop, Jlynek Hunepmaiiep (3a Upsxu Ilocuimmn ceriaacHo wien 209, maparpad 7),
Cabpuna [Tunenomnu, @panko Pobepry, Pene Penasu, Axcen ®oc, Xasuep 3ap3anoiic, Xyan Uruacuo
Coupno AnBapec.
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IIpunoxenue

Yo W S

hid i

hid w

w, % KOHCYJITATUBHA PABOTHA I'PYIIA

x HA TIPABHUTE CJIYXKBU
bprokcen, 26 centemBpu 2023 r.
CTAHOBHIIIE
HA BHUMAHUETO HA: EBPOIIEMCKUS ITAPJIAMEHT

CBBETA
KOMUCUATA

IIpennosxkenne 3a periiameHT Ha EBponeiickus napjamMenT 1 Ha CbBeTa OTHOCHO
cepTuduKaTa 32 JONBJHUTEIHA 3AKPWJIA HA JIEKAPCTBEHHUTE MPOAYKTH

COM(2023)0231 of 27.4.2023 — 2023/0130(COD)

Karo nma npensna MexaynHCTUTYMOHAIIHOTO criopazyMeHue oT 28 HoemspH 2001 r.
OTHOCHO IO-CTPYKTYPHPAHO U3I0JI3BaHE HAa TEXHUKATA 3a MpepadoTBaHe HA HOPMATUBHU
aKTOBE, U MO-CIEUATHO TOYKa 9 OT HEro, KOHCYJITaTUBHATa paboTHA rpyIlia, CbCTaBEHa OT
CHOTBETHHUTE MPaBHHU Ci1y>k0u Ha EBponelickus napnament, CrBeta u Komucusita, nposese
3acenanue Ha 13 ronm 2023 r. 3a pa3riiexaaHe Ha TOPENOCOYEHOTO MPEAJIOKEHUE, BHECEHO OT
Komucusra.

Ha toBa 3acenanmue?, cie kato pasriiea MpeyioKeHHETO 3a periiaMeHT Ha EBporeiickust
napiameHT u Ha CpBeta 3a npepadboTBane Ha Pernament (EO) Ne 469/2009 na EBponeiickus
nap;iaMeHT 1 Ha CbBeta oT 6 Maii 2009 r. OTHOCHO cepTU(HKaTa 3a JOIBIHUTEIHA 3aKpHIIa
Ha JIEKAPCTBEHUTE MPOIyKTH, KOHCYJITaTUBHATA pabOTHA I'pyna KOHCTAaTHUpa €AMHOLYLITHO
CJIEHOTO:

1. CnepHute U3MEHEHUS € CleABalo 1a ObJIaT MapKUpPaHU B CUBO, KaKBAaTO € MpaKTUKaTa 3a
oTOessA3BaHe Ha U3MEHEHHATA 110 ChIIECTBO:

— B cboOpaxkeHue 43 3aiMyaBaHeTO Ha MbPBOTO U3peueHue Ha cho0pakeHue 5 oT Pernament
(EO) Ne 2019/933;

- B choOpakeHue 59 3aau4aBaHeTo Ha IbPBOTO U BTOPOTO U3PEUYEHUE HA ChboOpaxeHue 27 oT
Pernmament (EO) Ne 2019/933;

—BuieH 11, naparpad 1 yBognute nymu u B wieH 11, maparpad 2 no0aBsiHeTO Ha JyMHUTE
»»B8b8 Bb3IMOICHO HAU-KPAMBK CPOK.

2. Cnegnure yacTu € TpaOBajo aa ObAaT HACHTUPUIMPAHU KaTO (POPMATTHU a/lalTaluu:

— B 3aIVIaBUETO HA aKTa, 3aMsIHATa Ha Jymara ‘concerning’ ¢ AyMara ‘on’ [He 3acsra
ObJIrapcKaTa Bepcusi|;

— B uwieH 8, maparpad 1, OykBa ') 100aBsIHETO Ha lyMUTE ,,3a JieKapcmeeH npooyKkm-:,

— B ujieH &, maparpad 2, 3aMsiHaTa Ha 1ymuTe ‘extended duration’ ¢ nymute

‘extension of the duration’ [He 3acsira Obarapckara Bepcus].

2 KoHcynratuBHaTa paboTHa rpyna paboTH Bb3 OCHOBA HA TEKCTA HA MPEUIOKEHUETO HA AHTIIMICKH €3UK, KOMTO
€ e3UK Ha OpUIMHaja 3a pasrieKIaHus TeKCT.
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PasraexnaneTo Ha IMpeI0KEHUETO MMO3BOJIM Ha KOHCYJITaTUBHATa pabOTHA rpyma Aa
3aKJII0YU €AMHOIYIIHO, Y€ MPE/JI0KEHUETO HE ChIbP)Ka HUKAKBU U3MEHEHUS 110 ChIIECTBO
OCBEH TE€3M, KOUTO ca WACHTHPUIIMPaHU KaTo TakuBa. KoHcynTaTBHATa paboTHA Tpyna
KOHCTaTHpa ChIO TaKa, Y€ M0 OTHOIIEHNE Ha KOAU(PUKAIIMATA HA HEIPOMEHEHUTE
pasnopeaou Ha MPETUIITHHUS aKT ¢ TOCOYEHUTE U3MEHEHHS TI0 CHINECTBO MPEITI0KEHUETO Ce
CBEX/1a 10 OOMKHOBEHA KOAM(PHUKAIUS Ha CHIIECTBYBAIIUS aKT, 0€3 MPOMSIHA IO CHIIECTBO.

®. IPEKCIJIEP E. DUHEI'AH JI. KAMEXA KPECIIO
IOpuckoncynt IOpuckoncynt I'enepanen-gupexrop
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NMPOLIEAYPA HA BOAELLUATA KOMUCUA

3arnaBue Ceptudukar 3a TOMBIHATEIIHA 3aKPUIa Ha JICKAPCTBCHUTE MPOIYKTH
(TpepaboTeH TEKCT)
[o3oBaBanus COM(2023)0231 — C9-0146/2023 —2023/0130(COD)
Jarta na npeacrassine Ha EII 27.4.2023
Boaema komucusi JURI
Jlata Ha 00sIBSIBaHE B 3aceqaHKe 11.9.2023
IMoagnmomaramm KOMUCHH INTA ENVI IMCO
Jlata Ha 00sIBSIBaHE B 3aceaHKC 11.9.2023 11.9.2023 11.9.2023
Henanenu craHoBHIIA INTA ENVI IMCO
JlaTa Ha pemeHueTo 24.5.2023 17.7.2023 23.5.2023
Joxnaguumu Tiemo Wolken
JaTta Ha Ha3HayaBaHe 19.7.2023
Pasraexaane B KoMucHS 7.11.2023 29.11.2023
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NMOUMEHHO OKOHYATEJIHO INACYBAHE BbB BOOELLATA KOMUCUA
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