L 148/6

O¢uupanen BecTHUK Ha EBporieiickus cpro3 31.5.2022 1.

PEITIAMEHT (EC) 2022/839 HA EBPOIIEVICKWS ITAPTIAMEHT U HA CbBETA
ot 30 mai 2022 romuHa

3a ompefelisiHe Ha MPeXOTHM MpPaBUIIA 33 ONAKOBAHETO M eTMKETHPAHETO HAa BeTePUHAPHU JIeKapCTBEHU
HPOIYKTH, pa3pelieHu WM perucrpupanm B corercreue ¢ [Jupexrusa 2001/82/EO nwnu Pernamenr (EO)
Ne 726/2004

(Tekct ot 3Hauenue 3a EUII)

EBPOTIEVICKMAT MAPITAMEHT U ChbBETHT HA EBPOTIEMCKMS CBIO3,

KaTo B3exa mpensuy JJoroBopa 3a GyHKUMOHMpaHeTo Ha EBpomeiickust Cbro3, 1 mo-crieuyanto wieH 114 u wien 168, naparpad 4,
Oyksa 6) OT Hero,

KaTO B3eXa NPENBUIL NPeIoKeHneTo Ha Epponeiickara kommcns,

CIIeq NpefaBaHe Ha IPOEKTA Ha 3aKOHOMATEITHMA aKT Ha HAIIMOHATIHUTE ITAPIIAMEHTH,

KaTo B3€Xa MPEenBNUI CTAHOBMILIETO Ha EBpOHCf/ICKI/IH MKOHOMMYECKN U COLIMATIEH KOMUTET (1),

CIied KOHCynTauus ¢ Komurera Ha permonunre,

B CbOTBETCTBME C OOMKHOBEHATA 3aKOHOMOATEIIHA ITpouenypa (2),

KaTo MMart IpelBum, ve:

(1)

(2)

Pernamenr (EC) 2019/6 Ha Epponeiickus naprameHT 1 Ha Chbbera (*) 3amouHa fa ce npurara Ha 28 siHyapu 2022 r.

[IpuTexkatenuTe Ha paspelieHMsl 3a THPIOBUs M IIPUTEXKATETMTe HAa PETMCTPalysl Ha BETEPUHAPHN JIEKAPCTBEHY NMPOHYKTH,
paspewtenyt win peructpupanu cbriacHo [upektusa 2001/82/EO Ha EBpomeiickus mapiament u Ha CobBera () mim
cprnacHo Pernament (EO) Ne 726/2004 Ha EBporesickust napnaMenT u Ha ChbBeTa (°), He MOTAT [ M3IBIIHAT M3MCKBAHMATA,
nocouern B wieHose 10—16 or Pernament (EC) 2019/6, no 28 siHyapu 2022 . OcBeH TOBa KOMIIETCHTHUTE OPraHi He
MOTAT 1A CE CIIPABSIT CBOEBPEMEHHO C BCYUKIM HEOOXOMMI IIPOMEHH (IO CMICHIA Ha ONPENeIeHNeTo B WieH 4, Touka 39 or
Pernamenr (EC) 2019/6 Ha paspeienusra 3a Tprosust, usnanesu B corsercraue ¢ Hupekrusa 2001/82/EO wim Pernament
(EO) Ne 726/2004, 1 10 TO31 HauMH [1a TapaHTUPAT Ca3BaHeTo Ha uneHose 10—16 ot Permament (EC) 2019/6.

Topany ToBa € HeOOXOOMMO Ma Ce NPEIBMIAT IPEXONHM NPABMIA 3a ONAKOBAHETO M ETUKETMPAHETO Ha BETePMHAPHU
JIEKAPCTBEHY MPOMIYKTH, PaspelieHn MM perucTpupanu B cborserctsue ¢ Iupektusa 2001/82/EO wm Pernament (EO)
Ne 726/2004, 3a 11a ce rapaHTipa MOCTOSHHATA HAIMYHOCT HA Te3M BETEPMHAPHM JIEKAPCTBEHM IPOIyKTy B Chio3a 1 1a ce
Ch3[aNie MPaBHA CUTYPHOCT. [IpexonHyuTe Mpasuna crensa ga ObIaT OrPaHNYEHN O BeTEPUHAPHUTE JIEKAPCTBEHN MPOIYKTH,
KOMTO He OTTOBAPSIT Ha M3MCKBAHWATA 3a ONakoBaHe u etvkernpae B Permament (EC) 2019/6, HO OTrOBapsT Ha BCHUKM
ocraHanu pasnopenOu Ha Permament (EC) 2019/6.

B Pernmament (EO) Ne 7262004 He ce ompemenr crelyanHy U3UCKBAHWS 38 ETUKETUPAHETO U omakosarero. OT wien 31,
naparpad 1, unen 34, maparpad 1, Gyxsa B), unex 34, maparpad 4, Gyksa 1) u uneH 37, maparpa 1, BTopa anuHes OT
Pernament (EO) Ne 726/2004 B pemakumsita My, npwioxuma kbM 27 siyapu 2022 r., obaue ciiefisa, ue IPOMIYKTHTE,
paspelleHy CbITIACHO CBUIMS PEINAMeHT, TpsibBa Ia OTIOBAPAT HAa M3MCKBAHMATA HA wieHoBe 58—64 or [lupektisa
2001/82/EO.

Cranouute ot 23 Mapt 2022 r. (Bce owe HenyOnuKysaHo B OduimaneH BeCTHUK).

TMo3uumst Ha EBponeiickust napnameHT ot 5 mait 2022 r. (sce owe HenyOnukysana B OuuyaneH BectHuk) u Pewenne Ha Chera ot 16 Mait
2022r.

Permament (EC) 2019/6 na EBponesickust naprmamert i Ha ChBera ot 11 nexemspu 2018 I. OTHOCHO BeTepHHAPHNUTE JIEKAPCTBEHN IPOLYKTI 1 32
orMsiHa Ha [Iupextisa 2001/82/EO (OB L 4, 7.1.2019 1., c1p. 43).

Hupexrnsa 2001/82/EO Ha EBpomesickus mapnament u Ha ChbBera oT 6 HoemBpu 2001 r. 0THOCHO Komekca Ha OGIIHOCTTA 32 BeTepUHAPHUTE
nexapcrseny npomykry (OB L 311, 28.11.2001 r., ctp. 1).

Pernament (EO) Ne 726/2004 Ha EBponeiickus napnament u Ha Chbgera or 31 Mapt 2004 1. 32 ycraHOBsiBaHe Ha npouenypyu Ha OOLHOCTTA 33
paspeliaBaHe M KOHTPOJ Ha JIEKApCTBEHM NPOIYKTYM 3a XyMaHHA 1M BeTepuMHAapHa ymotpeba M 3a Cb3[aBaHe Ha EBporeiicka areHuus mo
nekapcrsata (OB L 136, 30.4.2004 1., ctp. 1).
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(5)  C Hacrosuums perniaMeHT Ce ONPeNeNIAT IPEXONHM IHpaBuila, KOMTO CrefBa Ha Ce MpMIIaraT OT JaTaTa Ha HpuiaraHe Ha
Pernamenr (EC) 2019/6, .e. ot 28 styapu 2022 1. [Topamu T0Ba HaCTOSIMSIT PEITIAMEHT CIIefBa [Ia ce IIpIIIara OT Ta3y [aTa.

(6)  JIOKONKOTO LienuTe Ha HACTOSILIMSI PErNaMEHT He MOTaT fa GbIaT MOCTUTHATY B OCTATbYHA CTENEH OT TbpXKaBUTeE UIEHKH, a
TOpajy MOCIIEMMINTE OT HEro MOrar ia Obaar mo-mobpe mocTurHaTy Ha pasHuueTo Ha Chbioa, CBIO3BT MOXKE [Id IpHEMe
MepKH B CbOTBETCTBME C IPUHLMIA Ha CYOCUIMAPHOCT, ypeNeH B wieH 5 oT [orosopa 3a EBpomelickust cbio3. B choTseTcTBIE
C NpPMHUMIA HA MPOIOPLMOHANIHOCT, yPeOeH B CHIUMS WIeH, HACTOSLIMST PEINAMEHT He HaIXBBPIs HEOOXOMMMOTO 3a
TIOCTUTAHETO Ha Te3M LENU.

(7) HacTosumsr permameHT cieiBa [a Biese B CMNTa 10 CIEIIHOCT B JeHs Ha MyOmKyBaHeTo My B Oduyuanen 8ecHuR Ha
Eeponeiicrug cet03,

[TPUEXA HACTOSLLUMA PEITIAMEHT:

Ynen 1
Onpepnenenus

3a LiennTe Ha HACTOSIIMS periiaMenT ce npuiarat CJIeOHNUTE OIIpeNesIeHNA:

1) ,BeTepuMHApEH NEKapCTBEH MPOIYKT" 03HAaYaBa BeTePMHAPEH JIEKAPCTBEH MPOHYKT CHITIACHO ONpeNeNieHNeTo B wiieH 4, Touka 1 ot
Pernament (EC) 2019/6;

2) ,eTUKET" 0O3HAUaBa CTUKET CHINIACHO OMpeNeNeHneTo B wieH 4, Touka 24 ot Permamenr (EC) 2019/6;
3) ,JIMCTOBKA“ O3HAUABA JIMCTOBKA CHINIACHO OMPETIENeHNeTo B wiieH 4, Touka 27 ot Permamenr (EC) 2019/6;

4) ,nyckaHe Ha nasapa“ O3HauaBa [yCKaHe Ha 1a3apa CbIJIACHO OINPENEsIeHNeTo B uileH 4, Touka 35 ot Permament (EC) 2019/6.

Ynen 2

IIpexomnu npasnna
BerepuHapHuTe JIEKapCTBEHN MPOIYKTH, KOUTO Ca Pa3pelieHN Wi PerucTpupan B cborsercraye ¢ Hupekrysa 2001/82/EO wm
Pernament (EO) Ne 726/2004 u KOMTO OTTOBApAT HA M3UCKBAHMATA Ha wneHoBe 58—64 ot Mupektusa 2001/82[EO B

pemaKuysTa I, IPUIIoxuMa KoM 27 siHyapu 2022 r., Morar f1a 6bIat myckany Ha masapa g0 29 siyapu 2027 1., 10pY aKO TEXHUST
€TMKET U, KOTaTo € MPUIIOKIMO, JIMCTOBKA He ca B ChoTBeTcTBHE ¢ wiieHose 10—16 ot Pernament (EC) 2019/6.

Ynen 3
Briuzane B cuna u npunaraHe
Hacrosmmsr pernaMeHT Bv3a B Ciila B IeHs Ha yOrmkyBaneto My B Oduyuanen sectiur Ha Esponeticrua cetos.

[puara ce or 28 snyapu 2022 1.

Hacrosimmsr PEITTaMenT € 3aIbJIKUTEIIEH B CBOATA LSAJIOCT M CE Ipyiara IpsAKO BbB BCMYKM IbpKaBy
YJIEHKN.

Cocraseno B bprokcen Ha 30 mait 2022 ronmHa.

3a Esponeiicrua napaamenm 3a Ceeema
Tpedcedamen Tpedcedamen
R. METSOLA B. LE MAIRE
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