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KbM

MpeonoxeHne 3a PeweHne Ha CbBeTa

OTHOCHO MO3MUKMSATA, KOSATO TpAbBa Aa ce 3aeMe OT MMETO Ha
EBponenickus cbio3d B pamkute Ha CbBMecTHUs komuteT no BUTC,
Ccb3aafeH no cunaTta Ha BceobxBaTHOTO MKOHOMMYECKO U ThbProBCKO
cnopasymenune (BUTC) mexay KaHaga, oT egHa cTpaHa, n
EBponenckus cbio3 1 HEroOBUTE AbpXKaBW YNEHKW, OT Apyra cTpaHa, BbB
Bpb3Ka C MPUEMAHETO Ha peLlEHNE OTHOCHO BKITHOYBAHETO Ha
aKTUBHUTE hapMaLEBTMYHU CbCTaBKM KaTO NIEKAPCTBEHM NPOAYKTU UK
nekapcrtBa, n3bpoeHu B naparpad 2 ot npunoxeHue 1 kbm NpoTokona
OTHOCHO B3aMMHOTO NpPU3HaBaHe Ha NporpamuTe 3a OCUrypsiBaHe Ha
CbOTBETCTBMETO U 3a NpaBonpunaraHe B obnacrrta Ha gobpurte
NPOM3BOACTBEHN MPAKTUKM MO OTHOLLEHNE Ha papMaLeBTUYHUTE
NPOAYKTH

[Tpunosxeno ce u3mnparia Ha aeneranunte 1okyMmeHT COM(2026) 130 annex.

[Tpunoxenne: COM(2026) 130 annex

8146/26 ADD 1

COMPET.3 BG



EBPOIMENCKA

KOMUNCHNA
Bbprokcen, 10.4.2026 r.
COM(2026) 130 final
ANNEX
NPUJIIOXKXEHUE

KbM
IIpennoxenne 3a Pemienne Ha ChBera

OTHOCHO MO3UIIUSAITA, KOATO TPsidBa a ce 3aemMe oT MeTO Ha EBponeiickus cb103 B
pamkuTe Ha CbBMecTHUsI KomuTeT 10 BUTC, cb3aanen nmo cuiiara Ha BceoOXBaTHOTO
HKOHOMHUY€CKO 1 Thproecko cnopasymenue (BUTC) me:xxkny Kanana, ot exna crpana, u
EBponeiickusi cb103 1 HETOBUTE IbPKABH YWIEHKH, OT APYyra cTpaHa, BbB Bpb3Ka ¢
NpHeMAaHeTO HA pellleHHe OTHOCHO BKJIIOYBAHETO HA AKTUBHUTE (papMalleBTHYHH
ChCTABKH KaTO JIEKAPCTBEHH NMPOAYKTH WM JeKapcTBa, n30poeHu B naparpadg 2 or
npujoxernue 1 kpm IIpoTokosia 0THOCHO B3aMMHOTO NPU3HABAHE HA IPOrpamMuTe 3a
OCHT'YpsiBaHe Ha CbOTBETCTBHETO M 32 NPaBoNpHIarase B 00J1acTTa Ha 100puTe
MPOU3BOJACTBCHHU NNPAKTUKHU I10 OTHOILIICHUE HA (l)apMaueBanHnTe NMPOAYKTH
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HPHUJIOKEHUE
IIpoexr Ha
PEINEHHME Ne .../2026 HA CbBMECTHHA KOMUTET I1O BUTC

OT [maTta] roguHa

32 BKJIIOYBAHE HA AKTHBHUTE (PAapMALeBTHYHHU ChCTABKHU KATO JIEKAPCTBEHU NPOAYKTH
WIN JIeKapcTBa, n30poeHu B npujoxenue 1, naparpa¢ 2 kpm IlpoTokosia 0THOCHO
B3aMMHOTO NIPU3HABaHe HAa IPOrpaMHTe 32 OCUIYPsiBaHE HA ChOTBETCTBHETO U 32
NnpasBonpuiIarale B 00JacTra Ha 100puTe NPOM3BOJACTBEHH NPAKTHKH 110 OTHOLLIEHHE HA
(papManeBTHYHUTE NPOAYKTH

CBBMECTHUMAT KOMUTET I10 BUTC,

KaTo B3e mpenBuj wieH 26.1 ot Bceobxeamnomo ukoHOMuUYecko u mvpeo8cKo cnopasymeHue
(BUTC) mexncoy Kanaoa, om eona cmpamna, u Eeponelickus cvio3 u He2osume O0bpiHCABU
unenxu, om opyea cmpauna (,,CnopazymeHuero), cbcraBeHo B bprokcen Ha 30 oKTOMBpHU
2016 .,

KaTo uMa npcaBui, 4c:

(1) CeoriacHo pasnopenoute Ha wieH 30.7, maparpad 3, OykBa a) CriopasyMeHHETO ce
npuiara BpeMeHHo ot 21 centemBpu 2017 1.

(2)  Ynen 26.1, maparpad 5, 6ykBa B) or CriopazyMeHueTo npensuxia, ye CbBMECTHUST
komurer no BUTC moxxe na oOmucias uiaM Ja MOCTUTa ChIVIACHE 10 HU3MEHEHUS
CBIVIACHO IIPEIBUICHOTO B HETO.

3) Unen 30.2, maparpad 2 ot Cnopa3zymenuero riacu, y¢ CbBMECTHUAT KOMHTET IO
BUTC moxe na pemy 1a M3MEHHU IPOTOKOJIUTE U MPHIIOKEHUATA KbM HETO.

4) CernacHo wieH 15, maparpapu 5 u 6 ot Ilpomokona omHOCHO 63AUMHOMO
npusHasame Ha nNpozpamume 3a OCUSYPABAHE HA CbLOMEEmCMEUemo U 3d
npasonpuiacane 6 obracmma Ha 00bpume NPOU3BOOCHEEHU NPAKMUKU NO
omHoweHue Ha @apmayeemuunume npooykmu  (,IIpotokona*®) CwvBMecTHaTa
CeKTOpHAa Tpymna TpsOBa Ja HampaBU Tperjiel Ha ONepaTUBHUS 0OXBaT Ha
JIEKapCTBEHUTE MPOJYKTH WJIM JIeKapcTBaTa o NnpuioxkeHue 1, maparpag 2 c ornesn Ha
BKJIIOYBAHETO HA JIEKAPCTBEHUTE MPOAYKTH WM JIeKapcTBaTa, HW30pOCHH B
npuioxenue 1, maparpad 1.

(5) EBponeiickata komucus u Health Canada u3pbpimmxa ONEHKHM Ha HPUIOKHMHUTE
nporpamMu 3a 1o0pu Tpou3BOACTBeHM mpakTuku Ha Kanama m EC 3a akTuBHHTE
(apMalieBTUYHHM ChCTABKU M CTUTHAXa JI0 3aKJIIOYEHHUETO, Y€ ChOTBETHUTE UM PaMKH
3a peryJupaHe U MIPaBoNpHiIaraHe B Ta3u 00JacT ca eKBHUBAJICHTHH.

(6) ITopagu TOBa mo mpenopbka Ha CbBMECTHaTa CEKTOpHa rpyna KbM CbBMeCTHUSA
komuter 1o BUTC IIpoTokomsT crenBa ga ObJe HM3MEHEH, KaTO AaKTHBHHTE
(apMalieBTUYHN ChCTABKH C€ BKJIIOYAT KAaTO JIEKApCTBEHU MPOAYKTH HIIM JIEKApCTBa,
n30poenu B npuioxenue 1, maparpag 2 koM [Iporokona.

(7) BinnszaHero B cuja Ha HACTOSIIOTO PEIICHME HE M3MCKBA JOIIBIHUTENHA IIpoLeaypa
CBIVIACHO NpaBHUSA pea Ha EBponeickus cpro3,
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ITPUE HACTOAIIOTO PEILIEHMUE:

Ynen 1
OneparuBeH 00XBaT HA JICKAPCTBEHHUTE MPOIYKTH WJIH JIEKapCTBaTa

[Maparpad 2 ot mpunoxenue 1 kbM IIpoTOKOIa OTHOCHO B3aMMHOTO TNpPU3HABAHE Ha
IIpOrpaMHMTE 3a OCUTYpsIBAHE HAa CHOTBETCTBUETO M 3a IIpaBOIIpUiaraHe B 00JjacTra Ha
100puTe TPOU3BOJACTBEHM NPAKTUKU IO OTHOIICHHWE Ha (apMalleBTUYHUTE HPOIYKTH CE
U3MEHs, KaKTO CJIE[BA:

a) B Kpas Ha TeKCTa 3a OyKBa €) qymara ,,u* ce peMaxpa;
0) B Kpasi Ha TEKCTa 3a OyKBa ) TOYKaTa ce 3aMEHS C ,,; U} U
B) clie Tekcra 3a OykBa k) ce 100aBs CISTHUST TEKCT: ,,3) aKTUBHU (hapMalleBTHUHU
CBhCTaBKH.
Ynen 2

Bnwnzane B cuia

Hacrosioro penienne Biv3a B cuja Ha I'bPBUSL IEH OT BTOPUSI MECELL CJIE]] jaTaTa, Ha KOSITO
Kanana e mpenocraBuwia Ha EBpomnelickus cbhbro3 NMUCMEHO YBEIOMJICHHE, Y€ € W3ITBJIHWIA
BBTPEIIHUTE CH U3UCKBAHUSI U TIPOLIEYPH, HEOOXOIMMH 32 BIU3AaHETO MYy B CHJIA.

Ynen 3
[IpaBeH cTtaTyT HAa U3MEHEHUETO

C BiM3aHETO B CHJIAa HA HACTOSIILIOTO PELIEHUE U3MEHEHHUETO, IIOCOYEHO B WiIEH 1, 11e craHe
yact or IIporokona. Crtpanute oruurar, ye Thi KaTto Crnopa3yMEHHETO, BKIIIOUUTEIIHO
IIpoTokombT, ce mpuiara BPEMEHHO, M3MEHEHUETO CBIIO LI€ C€ IMpUaara BPEMEHHO [0
BIIM3aHeTO B cuja Ha CriopasyMeHHUETO.

Ynen 4
ABTEHTUYHU TEKCTOBE

Hacrosmoro pemieHue € CbCTaBEHO B JBa €IHOOOPAa3HU EK3EeMIUISipa Ha aHTJIMHCKH,
OBJITApCKU, TPBIKU, NATCKH, €CTOHCKH, HWCHAHCKH, WTAJTHMAHCKU, JIATBHUICKU, JIUTOBCKH,
MQJITUMCKH, HEMCKH, HUAECPJIAHJICKH, T[IOJICKH, IMOPTYTAJICKHA, PYMBHCKH, CIIOBAILKH,
CJIOBEHCKH, YHTapCKH, (PUHCKH, (PPEHCKH, XBPBATCKH, YEHIKM M IIBEJICKH €3UK, KaTo
TEKCTOBETE Ha BCUUKHU TE€3HU €3UIIH Ca €IHAKBO aBTCHTUYHHU.

3a Cvemecmuus komumem
Cwvnpeocedamenu
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