PETJIAMEHT (EO) Ne 726/2004 HA EBPOIIEVICKHA MTAPJIAMEHT Y HA
CBbBETA

ot 31 mapr 2004 roguna

OTHOCHO YCTaHOBsIBaHe HA mpoueaypu Ha OO IHOCTTA 32 pa3peliaBaHe H
KOHTPOJI HA JIEKAPCTBEHH NMPOIYKTH 32 XyMaHHA U BeTePHHAPHA YNOTpeda u
OTHOCHO cb31aBaHe Ha EBponeiicka areHuus mno Jiekapcraara

(Tekcr ot 3Hauenue 3a EUII)

EBPOITEMCKMST IAPJTAMEHT U CEBETHT HA EBPOIIEVICKUS CHIO3,

KaTo B3exa mpenBuja JloroBopa 3a ch3maBaHe Ha EBpormeiickara 0oOIHOCT, W MO-
cnenuanHo wieH 95 u unen 152, maparpad 4, Oyksa 0) oT Hero,

KATO B3eXa MPEIBH/ IIpeIoxKennero Ha Komucusra®,

KaTo B3€Xa IpEIBUJ CTAHOBUILETO Ha EBpONEHCKHS MKOHOMHUYECKM U COLMAJICH
KOMI/ITGTZ,

cien koHcynrauuu ¢ Komurera Ha peruoHUTE,
B croTBeTCTBHE C TpoIeypaTa, peIBUieHa B ujeH 251 ot ,HOFOBOpag,
KaToO uMmart HpeI[BI/I,Z[, gce.

(1) Yen 71 ot Pernament (EMO) Ne 2309/93 na CoBera ot 22 tomu 1993 1. 0THOCHO
YCTaHOBSBaHE Ha mpouenypu Ha OOmHOCTTa 3a pa3peliaBaHe W KOHTPOJ Ha
JICKapCTBEHU TPOAYKTH 32 XyMaHHA M BeTEpUHApHA yrnoTrpeda U OTHOCHO Ch3/IaBaHE
Ha EBpomeiicka areHIWs 3a OICHKA HAa JIGKAPCTBEHHTE MPOLYKTH®, MPEIBUKIA
Komucusita na mybiaukyBa B CpPOK A0 INECT TOJUHU OT BJM3aHETO B CHJia Ha
periiaMeHTa, 0000IIeH JIOKIAa/ 3a TPUIOOUTHS ONUT B PE3YJTAT HA MPHUIIATaHETO Ha
MPOLIEypUTE, YCTAHOBEHU C periiaMeHTa.

(2) B cBerninHaTa Ha noknaga Ha Komwucusra 3a npuioOuTus onut 6e KOHCTaTUpaHa
NOTPEOHOCT OT YCHhBBPIICHCTBAHE HA MPUJIATAaHETO Ha MPOIEAyPUTE 3a M3IaBaHe Ha
paspeleHus 3a MyCcKaHe Ha JICKApCTBEHW MPOIYKTH Ha mazapa Ha OOmMHOCTTa U
W3MEHEHHE Ha HSIKOM aJMHUHUCTPATUBHHM acmekTH Ha EBpormeiickata areHIus 3a
OIIEHKa Ha JIEKapCTBEHUTE MPOIyKTH. OCBEH TOBAa HAMMEHOBAHUETO Ha BBIIPOCHATA
areHIUs ClIeJBa Ja C€ OMpOCTH W Ja ce NMpoMeHH Ha EBpormeiicka areHIus 1o
JekapcTBara (HapuJaHa Mo-HaTaThK ,,aTCHIIHTA”),

LOB C 75 E, 26.3.2002r., c1p. 1891 OB C ... (Bce ome Hemy6 mikyBano B OdUIIHATCH BECTHHK)

0B C 61, 14.3.2003 r., c1p.1.

¥ CranoBue Ha Espomneiickus mapiaameHt ot 23 oxtomspu 2002 r. (OB C 300 E, 11.12.2003 r., c Tp.
308), O6ura no3unus Ha CeBeTa oT 29 centemBpu 2003 r. (OB C 297 E, 9.12.2003 1., c1p. 1), [To3unus
Ha EBpomneiickust mapiament ot 17 pexemBpu 2003 r. (Bce ome HenmyOmukyBaHa B OdunmaieH
BecTHUK) U Pemenne Ha CbBeta ot 11 mapt 2004 T.

* OB L214,24.8.1993, ctp. 1. Permament, nocnenno uzmenen ¢ Permament (EO) Ne 1647/2003 (OB L
245, 29.9.2003 r., c1p. 19).
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(3) Ot 3akmroyeHUsTa Ha JIOKJIaga CTaBa SICHO, Y€ M3MEHEHHMSTA, KOUTO TpsOBa na
ObaT BHECEHU B LIEHTpaJIHM3UpaHaTa rpoueaypa, ycranopena ¢ Permament (EMO) Ne
2309/93, ce chCTOAT OT KOPEKIMH Ha HSAKOH OT PabOTHHUTE MPOLEAYPU U aJANTaLHH,
KOUTO Ja B3eMaT TII0Ji BHUMAaHHE BEPOATHUTE IIOCTMKGHHWs Ha Haykara W
TEXHOJIOTUUTE U OBACIIOTO pasumpsiBane Ha EBpomerickus cpro3. OT HoKIana cTaBa
ChII0 Taka SICHO, Y€ CleJBa Ja Ce€ 3ama3iT yCTAaHOBEHUTE NpPEIu TOBa OOLIM
NPUHIUITHN, KOUTO PEryIupaT IeHTpaTu3upaHara mporeaypa.

(4) OcBen ToBa, cien npuemanHetro ot EBpomeiickus mapinameHT u CbBeta Ha
Hupexrtua 2001/83/EO ot 6 HoemBpu 2001 1. 3a yrBBp)KIaBaHE Ha KOACKC Ha
OGIIHOCTTa OTHOCHO JICKAPCTBEHH MPOLYKTH 3a XyMaHHA ynotpeba® u JlupekruBa
2001/82/EO ot 6 HOGMBepI/I 2001 otHOCHO KoJlekca Ha OOIHOCTTa 32 BETEPUHAPHUTE
JIEKApCTBEHU TMPOAYKTH , BCUUKU IMO30BAaBAHUS Ha JUPEKTUBUTE, KOAUPULIHMPAHU B
Pernament (EMO) Ne 2309/93 cnieiBa 1a Ob1aT aKTyallu3upaHH.

(5) 3a mocTuraHe Ha IMO-rojisiMa SICHOTa € HEOOXOJMMO IMOCOYCHHUSAT PErjlaMeHT Jia
OB€e 3aMEHEH C HOB.

(6) LlemecvoOpasHO € [ma ce 3ama3sd BBBEACHHUAT CBIVIACHO OTMEHEHOTO
3aKoHO/aTeNICTBO Ha OOmHOCTTa MeXaHM3bM Ha OOIHOCTTa 3a ChIVIaCyBaHE IPEIH
B3EMAaHETO HA HAIMOHAJIHM  PEIICHHUS, Kacaclli  BHCOKO-TEXHOJIOTHYHHUTE
JIEKapCTBEHU MPOIYKTH.

(7) llpunoOutusT onut cien npuemanero Ha Jlupekrusa 87/22/EVIO na CwBera ot 22
nekeMBpHu 1986 1. OTHOCHO cONMMkaBaHe Ha HALMOHATHUTE MEPKH, OTHACAIM CE JI0
NyCKAaHETO Ha TMa3apa Ha BHCOKOTEXHOJIOTHYHU JIEKAPCTBEHU MPOAYKTH, IIO-
CTENHMANHO HA MPOJYKTH, MONYYeHH 110 OHOTEXHOJOTMYEH T , MOKA3Ba, He e
HeoOXOAMMO J1a ce BBBEAE LEHTpAIM3UpaHa IMpoleaypa 3a paspeliaBaHe, KOsITo Ja
Oble 3aIBJDKUTENHA 32 BHCOKOTEXHOJOTMYHHUTE JIEKAPCTBEHU TIPOAYKTH, TI0-
CHELMAIHO MPOAYKTUTE, IPOU3BEAECHH Upe3 OMOTEXHOJIOTMYHHU MPOLECH, C OIvIe] Ha
CHXpaHSBAHETO HAa BHCKOTO HMBO Ha HayyHa OIEHKAa HAa BBIPOCHUTE JIEKAPCTBEHU
npoAyKTH B EBponeiickust ¢b103, KOETO IIe TOTPUHECE 3a ChXPaHsSIBaHE Ha JTOBEPUETO
Ha MalMeHTUTE U MEIULIMHCKUTE TPOdeCcuH BbB BBIIPOCHATA OLlEHKA. ToBa € 0cOOeHO
BaXHO B KOHTEKCTa Ha IOsBaTa Ha HOBU Tepaluu, HApUMEp I'eHHaTa Tepanus U
CBBp3aHUTE C Hes KICTHYHH TEpalnuk, KaKTO W KCEHOTCHHAaTa W COMaTHYHAaTa
tepanusd. To3u moaxoJ cieaBa Ja ce 3amas, M[0-CHeUManHo, C OIje] Ha
OCUTYpSBaHETO Ha e(QeKTUBHO (YHKUMOHMPAHE Ha BBIPEIHUA TMa3ap BbHB
(apMaeBTUYHHUS CEKTOP.

(8) C nen xapMOHHM3MpaHe HA BBTPEIIHMS 1a3ap Ha HOBUTE JIEKAPCTBEHU MPOAYKTH,
TasW IMpoOIeaypa cleaBa OCBEH TOBa Ja NpUI0OME 3aTbDKHTENICH Xapakrep 3a
JeKapcTBaTa CHUpalll M BCHUYKU JIEKAPCTBEHW IMPOAYKTH 3a XyMaHHa YHoTpeoa,
CHIbpKAll HAII'BJIHO HOBA aKTWBHA CYOCTAHIIMS, HAIIPUMEp TakaBa, KOSTO BCE OILIE

* OB L 311, 28.11.2001 r., c1p. 67. dupextuBa, nociueaHo usmenena ¢ dupextusa 2004/27/EO Ha
CoBeTa (Buxk c1p. 34 oTHacTosmus OdunuaneH BECTHHUK).

® OB L 311, 28.11.2001 r., ctp. 1. dupextnBa, nmocineaHo usMeneHa ¢ JupextmBa 2004/28/EO na
CobBeTa (Bux cTp. 58 oT HacTosimus OdunnalieH BECTHUK).

"OB L 15, 17.1.1987, c1p. 38. JlupextBa, otveHeHa ¢ Jupektusa 93/41/EMO (OB L 214, 24.8.1993
r., cTp. 40).
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He € paspeuieHa B OOLHOCTTA, TEPAaNeBTUYHOTO IOKa3aHUE 3a KOSTO BHU3MPA
JEYCHUETO Ha CHHAPOMA HaA NpuUaoOMTaTa HWMYHHAa HEIOCTaThYHOCT, paka,
HEBpOJIETEHEPATUBHUTE CMYyIIeHUS WM muabera. YeTwpu TOAMHU Clel JaTara Ha
BIIM3aHE B CUJIa HA HACTOSAIMS PETJIaMEHT, Mpoleaypara cliefjBa Ja Mpuaodue
3aIbJDKUTENICH XapaKTep U MO OTHOIIEHHE Ha JIEKApCTBEHUTE MPOAYKTH 3a XyMaHHa
yrnoTpeba, ChAbp)KAIlM HOBAa aKTUBHA CYOCTaHIIMS, TEPANEBHYHOTO IOKa3aHUE 3a
KOWTO BH3UpA JICYCHHETO HA AaBTOMMYHHUTE 3a0OJSBaHUSI U JIPYIrH HApPYyIICHUS Ha
UMYyHHHUTE (QYHKIUU U BUpPYCHHUTE 3a0omsBanus. Creasa aa ce cb3lajie Bb3MOXKHOCT
3a MpepasriiekaaHe Ha pasopeONTe B TOUYKA 3 OT MPHIIOKEHUETO Ype3 OMpPOCTeHA
Ipolielypa 3a B3eMaHe Ha PELICHUs HE [10-PaHO OT YETUPU TOJIMHU CJIE]] BIM3aHETO B
CHUJIa Ha HACTOSIIMS PETIIaMEHT.

(9) o ce oTHacs 10 J€KapCTBEHUTE MPOIYKTH 32 XyMaHHA yrmoTpebda, cieaBa jaa ce
OCUTYPH BB3MOKHOCT 33 HE3ab/DKUTENICH JOCTHII JI0 IIEHTpaM3upaHara mporeaypa
B CIly4aWTe, B KOUTO MPUJATAaHETO HA €/HA €IUHCTBEHA MPOIleaypa € OT MO-ToJsiMa
noJ3a 3a manuenta. [Ipomenypara cieiBa Aa 3amasu HE3aIb/DKATEIHHS CH XapaKTep
110 OTHOIIICHUE Ha JIEKAPCTBEHUTE MPOJYKTH, KOUTO, MaKap M HEMPHHAUICK Al KbM
TOPCCIIOMCHATUTE KAaTCTrOpHUH, HNPCACTABIISIBAT HOBOCT OT TCPAlICBTHYHA TIJICAHA
Touka. llemecroOpa3HO € ChIIO Taka Ja ce pa3pelld MpHIaraHeTO Ha BBIIPOCHATA
nporeaypa MpH JICKAPCTBEHUTE MPOJYKTH, KOWUTO, MaKap W HENPEICTaBISBAIIM
TEXHOJIOTMYHA HOBOCT, MOTaT Ja ObJaT IMOJEe3HH 3a OOIIECTBOTO WJIM IMAIllUEHTHUTE,
aKko OBJaT pa3pelieHu OT CaMOTO Hadayio Ha paBHUIETO Ha OOHMHOCTTA, HaPUMEP
HAKOM JIGKADCTBEHHM TPOAYKTH, KOUTO MOrar Ja ce HalaBaT 0e3 JIEeKapCKo
npeanucanue. Ta3u JONMBJIHUTENIHA BB3MOXKHOCT MOXKE J1a pa3lpH oOXBaTa CH C
BKJTFOUBAaHE Ha paspeimeHH oT OOIHOCTTa TeHEPUYHH JICKAPCTBEHU MPOIYKTH, ITPU
YCIIOBHE, Y€ TOBA MO HUKAKBHB HAYMH HE 3acsra HEOIarompusATHO XapMOHU3AIUATA,
MMOCTUTHATaA KbM MOMCHTA Ha OLICHABAHC HA CHOTBCTHUA JICKAPCTBCH MPOAYKT HIIN
pe3yATaTHTE OT U3BBPIICHATA OIICHKA.

(10) B chepara Ha BeTeprHAPHUTE JICKAPCTBEHH MPOIYKTH, CJICABA JIa CE YTBBPAAT
aIMUHHCTPATUBHHU MEPKH, Ype3 KOUTO Jia c€ B3eMaT I10J BHUMaHUE crienuuaHuTe
0co0eHOCTH Ha BBIPOCHATa cepa, 0cOOEHO OHE3U, MPOU3THYAIIM OT PETHOHATHOTO
pasnpezneneHre Ha HAKOM 3abonsBaHus. CrefBa Ja ce Ch3AaJe BB3MOXKHOCT 3a
U3I0JI3BAaHe Ha LIEHTpAIM3WpaHaTa Mpoleaypa 3a pa3pellaBaHe HAa BETEPUHAPHUTE
JeKapCTBEHU MPOJYKTH, MpHJIaraHa B paMKUTe Ha pasnopendute Ha OOuImHOCTTA
OTHOCHO MEpKUTE 3a MpodUIIakTHKa Ha eMU300TUYHHTE 3a0onsBanus. Creasa na ce
CbXpaHH BB3MOKHOCTTa 32 HE33aABDKUTENCH JOCTBI 70 IeHTpajJu3upaHara
nporeaypa MpH BETEPUHAPHUTE JIEKAPCTBEHU IPOIYKTH, KOUTO CHIBP)KAT HOBHU
AKTMBHU CYOCTAHIIUU.

(11) IIpu nexapcTBeHHTE MPOIYKTH 32 XyMaHHa yrmorpeda, MepHoAbT 3a 3alTa Ha
JAHHUTE, OTHACSIM C€ O NPEAKIMHUYHUTE TECTOBE M KIMHUYHUTE U3MHUTBAHMUS,
ciliefBa Jla OCTaHe ChUMAT, Kato mnpeasuaeHus B JupexruBa 2001/83/EO. Ilpu
JICKapCTBEHUTE TMPOJYKTH 3a BETEpUHApHA ymoTpeba, MEpUOABT 3a 3aIMTa Ha
JAHHUTE, OTHACAIM C€ 1O NPEAKIMHUYHHUTE TECTOBE M KIMHUYHUTE M3MUTBAHMUS,
KaKTO U TECTOBETe 3a OE3BPEJHOCT M ONpEEisHE Ha OCTaThbUHUTE CyOCTaHIUU
clIeqIBa Ja OCTaHAT ChIMTE KaTto npensuaeHuTe B Jupexrusa 2001/82/EO.

(12) 3a penuTe Ha CHUXKABAHETO Ha pPa3XOAUTE HA MAJKUTE M CPEAHOIOJIEMUTE
NPEeANpUATUS 32 THProBUS C pa3pellieHUTe M0 CcujlaTa Ha LeHTpalu3upaHaTa
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IIpoLeAypa JICKAPCTBEHU IMPOIAYKTH, I10 OTHOIICHHWE HAa LUTHUPAHUTE NPEANPUATHS
cileiBa Jja ce IpueMar pasnopendu, KOMTO Ja 1aBaT Bb3MOKHOCT 3a HaMallsiBaHE Ha
TaKCUTe, OTCPOYBAHE HA IUIAILAHMATA HA TAKCUTE, IIOEMaHE Ha OTTOBOPHOCT 3a
CICIIKATE U OKa3BaHE Ha aIMUHUCTPATUBHO CBHACUCTBHE.

(13) B uHTEpec Ha OOIIECTBEHOTO 3/IpaBe, PEIICHUATA 3a M3/IaBaHE HA Pa3peIICHUS
0 CUJIaTa Ha LeHTpaM3upaHara nmpoleaypa cienBa aa ObaaT B3eMaH! Bb3 OCHOBA HA
OOCKTHUBHHM HAaydyHH KPHUTEPHH 3a KauyecTBO, OE3BpeAHOCT M e(UKACHOCT Ha
pasmIeKIaHUTE JIEKAPCTBEHH MPOJIYKTH, MPEAd B3€MaHETO MOJ BHHUMAaHHE Ha
HKOHOMHUYCCKUTE U APYIru C"I)O6pa)KeHI/I$I. HezaBucumo ot TOBA, OAbPKABUTEC-YJICHKA
clieZiBa Jia MOraT jJa 3a0paHsBar, 10 MU3KIIOUCHHE, YIIoTpedaTa Ha TSIXHA TEPUTOPHUS
Ha JICKAPCTBEHU NPOJYKTH 3a XyMaHHa ymoTrpeda, KOMTO HapylaBaT OOEKTUBHO
YCTaHOBEHHUTE KPUTEPUH 32 OOIIECTBEHA MPaKTUKa M 001ecTBeH Mopail. OCBEH TOBa,
3a JJaJIcH BETEPUHAPEH JISKAPCTBEH MPOJYKT HE MOXKeE J1a ObJIe U3JaBaHO pa3pelicHHe
Ha OOmmHocTTa, ako HeroBara ymoTpeba HapyllaBa INpaBUJaTa, TNPEABUICHHU B
pamkuTe Ha OOIIaTa CEICKOCTOMAHCKA MOJIMTHKA, WIIH aKO CHIMAT € MPEICTaBeH 3a
ynotpeba, KosATO € 3a0paHeHa ChIVIAaCHO pasnopenadute Ha OOIHOCTTA, TTO-CIEIUATHO
uype3 JupexruBa 96/22/EQ8.

(14) CnemBa nma ce OCHTYpH BB3MOKHOCT 3a TOBa, KPUTCPHHTE 3a Ka4eCTBO,
oe3BpenHocT u edukacHoct cwrimacHo JupekruBu 2001/83/EO m 2001/82/EO na
MoraT Jia ce IpuJjaraT 1Mo OTHOIICHHE Ha paspemieHn oT OOLHOCTTA JICKApCTBEHH
NPOAYKTH, U JIa C& Ch3/aJlc BH3MOXKHOCT 33 OILICHSBAHE HA ChOTHOIICHHETO MEXIY
pHCKa ¥ ToJi3aTa MPH BCHYKK JICKAPCTBEHH MPOIAYKTH KbM MOMEHTA Ha TAXHOTO
nyckaHe Ha masapa, [0 BpeMe Ha MOJHOBSBAHE Ha Pa3peIIeHHETO M MO BCSIKO JAPYTo
BpEMe, KOETO KOMITIETEHTHHS OpTaH CUeTe 32 HE0OXO0 TUMO.

(15) ITo cunara Ha unen 178 ot [loroBopa, OOIIOHCTTA ce 3aabKaBa Jla B3eMa MO/
BHUMAaHHE aCIeKTUTE Ha MOJMTUKATA [0 Pa3BUTUETO HA BCSKA MspKa U J1a HachpuaBa
CH3/IaBAHCTO HA TOJXOJSIM 32 CHIICCTBYBaHE HA YOBCIIKHTEC WHIUBHUIN B CBETOBCH
Mamad yciioBus. @apManeBTHYHOTO 3aKOHOIATEIICTBO CIIE/IBA J]a OCHTYPSABA YCIOBUS
32 OCBHIIECTBSIBAHE Ha W3HOC Ha e(uKacHU, Oe30MacHH M MHPBOKAYECTBECHU
JICKapCTBEHU MpoAykTH, a Komucusra ciensa a pasriiesia BhIIpoca 3a Ch3IaBAHETO
Ha HOBU CTHMYJIM 3a IPOBEXJIaHE HAa HAYYHH W3CJICABAHUS C OIJIE] M3CJICABAHETO Ha
JICKAapCTBEHU MPOJIYKTH 32 00pOa ¢ MIMPOKO Pa3npOCTPAHCHUTE TPOITHIECKU OOJIECTH.

(16) Hanmume e chimo Taka HEOOXOAMMOCT OT IPEABIDKAAHE HA €THYHUTE U3MCKBAHUS
Ha J{upexrusa 2001/20/EO ot 4 anpun 2001 r. na EBponelickus mapnamenT u CbBera
3a cONMMkKaBaHe HA 3aKOHOBHTE, MOJI3aKOHOBUTE W aJMUHHCTPATHBHHUTE Pa3openon
Ha JbpXKaBUTE-UJICHKM OTHOCHO IpHJIaraHeTO Ha Ao0para KIMHUYHA MpaKTUKA MpH
IPOBEXK/IAHETO HAa KIMHWYHHM W3MUTBAaHUS Ha JIEKAPCTBEHM NPOAYKTH 3a XyMaHHa
ynotpe6a’, ¢ ormex Ha NPUIATAHETO MM IO OTHOIIGHHE HA PAa3pEIICHHTE OT
OO6umocTTa JeKapcTBeHH NpoAykTH. [lo-cnenuanto, o ce oTHAcA A0 KIMHUYHHUTE
U3IUATBAaHUS, TPOBEXKTAaHU U3BBH TpaHuiute Ha OOHOMHOCTTa, C JIEKAPCTBEHU
IPOIYKTH, 32 KOUTO IIE CE€ M3AaBaT paspemieHus B rpanunute Ha OOmHOCTTA, KBM
MOMEHTA Ha OLICHSIBAHETO Ha 3asBJICHUTA 32 M3/1aBaHE HA pa3pelieHHs Clie/iBa Ja ce

8 HupextuBa 96/22/EO na CpBeta oT 29 ampun 1996 r. oTHOocHO 3abpaHa Ha ymoTpebaTta Ha

OHpe,E[eJIEHI/I BeIIeCTBa C XOpMOHaJIHO HnJiIn mpocmmqﬂo ;[eﬁcmne, U Ha 66Ta'aFOHI/ICTI/I B
>KUBOTHOBB ACTBOTO (OB L 125,23.5.1996 1., c1p. 3).
°OB L 121, 1.5.2001 r., c1p. 34.
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YAOCTOBCPsBA, Y€ BBIIPOCHUTC UIIMHUTBAHUA Ca onau MNpOBCACHHU B CHbOTBCTCTBUC C
INPpUHOUIINTE Ha )106paTa KIMHWYHA IIpakKTUKa W CTUYHUTEC H3UCKBAHUA,
CKBHBAJICHTHHU Ha pasnopen6I/ITe OT TOCOYCHATa NUPCKTHBA.

(17) O6mmHocTTa cienBa na pasmojara ChC CPEACTBA 3a WM3BBPIIBAHE Ha HayYHa
OLICHKA Ha JICKAPCTBCHHUTE MPOIYKTH, TMPEACTAaBEHU B CHOTBETCTBHE C
JICLICHTPATM3M PaHUTE MPOLIEYPH 3a M3/1aBaHe Ha paspereHus Ha OoumocTTa. OcBEeH
TOBA, C OIJIE]] OCUTYPSIBAHETO HA € (PEKTHBHO XapMOHU3HpaHE Ha aJIMUHUCTPATUBHUTE
pelLIeHUs], B3eTH OT JbpKABUTE-UJICHKH 10 OTHOIICHHUE Ha JIEKAPCTBEHUTE MPOIYKTH,
NPEJICTaBEHHU B CHOTBETCTBHE C JCIICHTPATN3UPAHUTE IIPOLEAYPH 32 paspeliaBaHe, €
HeoOxoaumo Ha OOmmHOCTTa Ja OBbJAaT MPEIOCTaBeHU CPENCTBA 32 paspeliaBaHe Ha
CIIOPOBETE MEXIY [IbpKABUTE-UJICHKH, Kacaell KauecTBOTO, Oe3BpeJHOCTTa MU
e(u KaCHOCTTA Ha JIEKap CTBEHUTE IPOIYKTH.

(18) Crpykrypata M (QYHKUMOHUPAHETO Ha pa3IMYHUTE OpraHu OT ChCTaBa Ha
areHUMsTa cleABa Ja ObJaT OpraHU3UpaHd IO HA4yMH, KOMTO Ja OT4yuTa
HelpecTaHHaTa MOTPEOHOCT OT OOHOBJIEHHME HAa HAydyHUs OIMUT, MOTpeOHOCTTa OT
ChTpPyAHHUYECTBO MexTy OOIIHOCTTa M HAIMOHATHUTE OPraHH, MOTPEOHOCTTa OT
HAJJIE)KHO aHTXHMPAHE Ha TPAXKAAHCKOTO OOIIECTBO M OBACHIOTO pa3UMpsBaHE Ha
EBponeiickusi cbio3. PaznuuHuTe opraHuM Ha areHuUMsTa CleBa Ja YCTaHOBAT U
pa3BUBAT MOAXOISUM KOHTaKTH CbC 3aUHTEPECOBAHUTE CTPAHM, MO-CHELUUAIHO C
IPEJCTaBUTEIM Ha MALMEHTUTE U CIY)KUTEIUTE OT CUCTEMATa Ha 3paBeoNa3BaHeTo.

(19) OcHoBHara 3ajaua Ha areHUUsTA CJIE/IBA Ja CE€ CBEXJA J0 IPEIOCTaBIHETO Ha
uHCTUTYMUTe Ha OONHOCTTa M HA Jbp)KaBUTE-WICHKH Ha BB3MOXHO Haii-7100puTe
HAayyHU CTAaHOBMIRQ, KOWUTO Jia JaBaT BB3MOJKHOCT Ha ChUMTE Ja YIPaKHABAT
I'BTHOMOIIMSTA CH BBB BpPB3Ka C pa3peliaBaHETO M KOHTPOJIa Ha JIEKAPCTBEHHUTE
IPOIYKTH, MPEJIOCTaBeHH WM II0 CHJIaTa Ha 3aKoHOJaTesJcTBOTO Ha OOmHOCTTA B
chepara Ha JeKapCTBEHUTE NPOAYKTU. PaspemieHus 3a THProBus Morar Ja ce
npenoctaBaT oT OONHOCTTa EIMHCTBEHO CJeJ HU3IBIHCHHE Ha IpPOLEaypa 3a
WHAMBUAyaIHA HAaydHa OI[CHKAa HAa KayecTBOTO, OE3BPEAHOCTTa M EPUKACHOCTTA HA
BHCOKOTEXHOJIOTUYHHUTE JICKAPCTBEHU MPOAYKTH, NMPU MpHIIaraHe Ha Hal-BHCOKHUTE
BB3MOXKHU CTAaHJAPTH, KOATO CJIEBA Ja CE€ OCBIIECTBSBA C MOMOIITa Ha OBbp3a
Ipoleaypa U B paMKUTE Ha TSACHO ChTPyAHUYECTBO Mexkay Komucusra u nppkaBute-
YJICHKU.

(20) 3a menuTe Ha OCUTYpSIBAHETO Ha TACHO CHTPYAHMYECTBO MEXIy areHIUATA U
YICHHUTE, Pa0OTEIIM B JbPKABUTE-UJICHKH, ChCTaBBT HA YIIPABUTEIHUS CHBET CIICBA
Ja Oblle TaKbB, Y€ Jia TapaHTHpA aKTUBHOTO y4acTHE HAa KOMIIETCHTHUTE OpPraHH Ha
IbPKABUTE-WICHKH B ISUIOCTHOTO YIpaBJIEHME Ha CHCTEMaTa 3a pa3pelllaBaHe Ha
JeKapCcTBEHUTE MPoaykTh Ha OOIHOCTTA.

(21) BroukerTsT Ha areHIuUATa cjlelBa Ja Ce 3aXpaHBa OT TAaKCUTE, 3allJalllaHd OT
YacTHUS CEKTOp, M BHOCKUTE OT Oromkera Ha OOmMHOCTTa 32 LEAUTE Ha

OCBHIICCTBABAHETO HA IMOJIMTHKHUTEC Ha O6H_[HOCTTa.

(22) Maparpad 25 or MexIyHHCTHTYIIMOHATHOTO CHOpa3syMeHue ot 6 mait 1999 r.
Mexnay EBpomeiickus mnapmamenT, CwhBera W Kommcusta oTHOCHO OrojpKeTHATa
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JUCIUILUIMHA W YCHBBPIICHCTBAHETO Ha OMO/KETHATA Hpoueﬂypa10 IpEeaBHKIA
BB3MOKHOCT 3a ajantupaHe Ha @OuHaHcOBaTa MNepcHeKTHBa B OTTOBOP Ha
MPOU3THYALUTE OT PA3IIMPSIBAHETO MOTPEOHOCTH.

(23) M3ximrounTenHara OTTOBOPHOCT 3a MOATOTOBKATa HA CTAHOBHINATA HA areHIIUATA
M0 BCHYKU BBIPOCH, KACACIM JIEKAPCTBEHUTE MPOIYKTH 3a XyMaHHa ymoTpeoda,
crenBa na Opae moBepeHa Ha KomuTera 1Mo JIEKApPCTBEHHTE MPOAYKTH 32 XyMaHHa
ynoTtpeba. Ilo ce oTHacs [0 BeTepUHApPHUTE JIEKAPCTBEHU MPOIYKTH, IMOJ00HA
OTrOBOPHOCT cliefiBa Jia Obje noBepeHa Ha KomureTa o ekapcTBeHUTE NPOAYKTH 32
BerepuHapHa ynorpeba. Illo ce oTHacs 1o nekapcTBara cupand, ChIIaTa 3aja4a
cienBa na ce noeme or Komurtera mo jekapcTBaTa CUpal, Ch3JaJieH ChIJIACHO
Pernament (EO) Ne 141/2000 na EBponeiickus napaameHnT U CbhBeTa oT 16 nekeMBpH
1999 r. OTHOCHO JeKapcTBata cupauu . Hakpas, o ce OTHACS JO PACTHTCIHHTE
JIEKapCTBEHU MPOJIYKTH, ChIIlaTa OTTOBOPHOCT cjie/iBa Jia Obje noera o Komurera mno
pPACTHTEIHUTE JICKAPCTBEHU MPOIYKTH, Ch3AaneH chrinacHo Jupexrusa 2001/83/EO.

(24) C’b3,[[aBaHeTO Ha arcHuuATa e OCUrypu Bb3MOKHOCT 3a 3aCHJIBAHC HA HAYYHUTC
q)YH KO MW HE3aBUCUMOCTTAa HaA KOMUTCTUTEC, IMO-CIICHUAJIHO TMOCPEACTBOM
YIpEaASABAHETO HA MMOCTOAHCH TEXHUYCCKA U aIMHUHHUCTPATUBCH CCKpETapHar.

(25) Cdepara Ha neHOCT Ha HAyYHHTE KOMHUTETH cjielBa aa Oble pa3umpeHa, a
TEXHUTEC pa6OTHH MCTOOU N CbCTAaBBT UM - OCBBPCMCHCHHU. B’I))IGIIII/ITG 3aj4BUTCIN Ha
paspeleHus 3a ThPTOBUS ClIeJBa Jla M0Jy4aBaT HAYYHO CBHACHCTBUE C BCE MO-IIMPOK
00XBaT M B HEMPEKbCHATO 3a(blI004aBamia ce ¢opMa. AHAIOTUYHO ClieABa Ja Obaar
chopMHUpaHU CTPYKTYpH, KOUTO Ja CIOCOOCTBAT 3a Pa3BUTHETO Ha cHUCTeMaTa 3a
KOHCY/ITUpaHE Ha MPEANpUATHATA, 0COOEHO Ha MAJKUTE U CPEIHUTE MPEANPHUSATHSL.
3ama3BaiiKu ISUI0CTHATa OTTOBOPHOCT 3a MPUETUTE HAYYHU CTAHOBHINA, KOMHUTETUTE
cleqBa Ja Morar Ja JelerdpaT 4YacT OT CBBpP3aHUTE C OIICHSBAHETO CBOU
II'BIHOMOIIMSI Ha MOCTOSSHHU PaOOTHU IPyNHU, B ChCTaBa Ha KOMTO MOTaT Ja BJIM3AT
eKCIIepTH OT HaYYHUTE CpPelu, Ha3HayaBaHU CIEIMaHO 3a BbIpocHara uen. Criensa
Jla ce BHecaT M3MEHEHHS B MPOIEAypUTE 3a IpepasrexIaHe, Ype3 KOeTOo J1a ce
OCUTYPSAT MO-ITBJIHU TapaHI[MU 32 MpaBaTa Ha 3assBUTEINTE.

(26) CnenBa nma ce onpezenu Oposi Ha YWICHOBETE Ha HAYYHUTE KOMUTETH, Y4acTBAIM
B LIEHTpaJIM3UpaHara npoueaypa, 3a Ja c€ OCUTI'ypH ONTHUMAJIEH CbCTaB 32 KOMUTETUTE
ciel pa3nmMpsBaHETO Ha EBponeiickust Chro3.

(27) HeoOxomumo € ChINO Taka Ja Ce 3aCHJIM pOJIATa Ha HAYYHUTE KOMHUTETH I10
Ha4uH, KOHWTO Ja JOOIPUHECC 3a AKTUBHOTO AaHTaXHpaHEC Ha arcHiousATra B
MEXIyHAapOJEeH HaydeH IUalorl M pa3BUTHE HAa HIKOM HEOOXOIUMH JAEHHOCTH, TO-
CIelHalHO B KOHTEKCTa Ha MEXAYHApOJHOTO HAydyHO XapMOHM3HpaHE U
TEXHUYECKOTO CHTPYAHNIECTBO Cb¢ CBETOBHATA 3/paBHA OPTaHM 3alusl.

(28) OcBen ToOBa, 3a IETUTE HA OCUTYPSIBAHETO HA MO-TOJIAMA FOPHANYECKA CUTYPHOCT
e HeoOxoauMo na ce Ae(uHUpAT OTTOBOPHOCTUTE, OTHACSILM Ce€ 0 IpaBujaTa 3a
MpO3payHOCT Ha paboTara HaA areHIuATa, Ja Ce€ 3aJaJaT HSIKOM YCJIOBHS IO
OTHOIIICHUE HA THPTOBUSATA C paspemieHuTe oT OONHOCTTa JTEKAPCTBEHU MPOIYKTH,
Jla ce NIpPeNoCTaBsAT Ha areHIUsTa MpaBa 3a KOHTPOJ BBPXY AUCTpUOYIUATA Ha

OB C172,18.6.199 ., c1p. 1.
1 OBL18,22.1.2000r., c1p. 1.
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paspemeHuTe oT OOIMHOCTTA JIEKAPCTBEHH MPOIYKTH U J]a CE OIPEICIAT CAaH KIUUTE U
IPOIEAYPHUTE 32 TAXHOTO MpHJIaraHe B CIydall Ha HECla3BaHE Ha pa3lmopenouTe Ha
HACTOSIIIMS PEIIaMEHT M YCIIOBUSATA, ChABPKAIIM CE B Pa3pelleHUsTa, TPEIOCTaBEH!
CBITIACHO YTBBPJCHUTE Ype3 HETO MPOIIEeTypH.

(29) HeoOxomumo e, chIIO Taka, Aa ce MpeArnpueMaT MEpKHd 3a KOHTPOI Ha
JEKapCTBEHUTE TMPOAYKTH, paspemenn oT OOMHOCTTa, W MO-CHEeNMaiHO 32
MHTEH3UBEH KOHTPOJ Ha HeXKeNaHUTe epeKTH Ha BBIIPOCHUTE JIEKAPCTBEHH MPOIYKTH
B paMKuTe Ha JAeiHocTUTe 3a (papmakonornyHa OmutenHocT Ha OOmMHOCTTa, uype3
KOUTO Ja C€ rapaHtupa Obp30TO M3TENNISHE OT Ia3apa Ha BCHUYKU JIEKAPCTBEHU
MPOJYKTH, KOUTO C€ XapaKTepU3UpaT ¢ HEOIAronpusTHO ChOTHOIICHUE MEXIY prcKa
Y TI0J13aTa IPY HOPMAJTHU YCIIOBUS Ha ynoTpeoa.

(30) C uen moBumaBane Ha e()eKTHBHOCTTA Ha Ma3apHUs KOHTPOJI, areHIUATa ClIeaABa
Jla HOCH OTTOBOPHOCT 3a KOOPJAMHUPAHETO Ha JIEHHOCTUTE MO (hapMakoIoTHIHATA
OMTETHOCT HA JAbpKaBUTE-wWIeHKH. HeoOXoamMo € 1a ce mpenBUIsAT U3BECTEH Opoid
pasrnopendu 3a BbBEXIaHE Ha CTPOTH U € (DeKTUBHU MPOIIETYpH 3a GapMaKoJIOTUIHA
6I[I/ITGJIHOCT, KOUTO Oa TOpCAOCTaBAT HAa KOMIICTCHTHHUTC OpPraHu BB3MOKHOCT Ja
npeanprueMaT BpeMEHHI MEPKH ChC CIEIIEH XapaKTep, BKIIOYUTEIHO 32 BHACSHE Ha
IPOMEHH B pas3pelieHUsTa 3a THPTOBUS M HAaKpas, KOUTO Jia I03BOJISABAT
U3BBPIIBAHETO TI0 BCAKO BpEeME Ha MPEOICHKA Ha CHOTHOIICHHETO MEXIYy PHCKA U
1oJI3aTa 3a JIEKap CTBEHUTE TTPOIAYKTH.

(31) LlenecroOpa3Ho e cpmo Taka Ha Komucusta na ce BB3IOXKHM 3a7adyara Ja
KOOPAMHUPA, B TACHO CBHTPYIHHUYECTBO C AarceHOMATA M CIeX KOHCYATAllUU C
JbpP)KAaBUTE-WICHKH, W3IBIHEHUETO Ha pa3IMYHUTE KOHTPOJIHU (QYHKIUU Ha
JbPKaBUTE-WICHKU U TO-CHEIHAIHO ChC 33J]a4d IO OCHTYPSIBAHETO Ha WH(POPMAIIHS
3a JIEKapCTBEHUTE MPOAYKTH U MPOBEPKHU 3a CIIa3BaHETO Ha Jo0para MPOU3BOICTBEHA,
nabopaTopHa U KITMHUYHA TPAKTHKA.

(32) Heobxomumo € ma ce OCHUTYPAT YCIOBHS 3a KOOPJIWHHPAHO TpWIAaraHe Ha
npoueaypure Ha OOIHOCTTa 3a M3/aBaHE Ha pa3pelieHUs] 3a JIEKApCTBEHHUTE
OPOAYKTH W HAa HAaMOHAJHUTE TMpPOLEIypU Ha JIbpXKABUTE-WICHKH, Bede
XapMOHU3HMpPAHU B 3HauuTenHa creneH cbriacHo JlupekruBu 2001/83/EO wm
2001/82/EO. Uenecwobpazno e Komucusata na mpepasmiexna MOpHIAraHETO Ha
HPOLIETypUTE, YIBBPAEHU C HACTOSIUIMS PETJIAMEHT, BEIHBXX Ha BCEKU JECET TFOAUHU
Bb3 OCHOBA Ha MPUJI0OUTHS OIUT.

(33) 3a menuTe Mo-CNeNHAIHO HA YIOBICTBOPSBAHETO HA JISTHTUMHHUTE OYaKBAHUS Ha
MalMEHTUTE W B3€MaHETO MOJ BHHUMaHHE Ha BCE IO-IUHAMUYHOTO pa3BUTHE Ha
HayKaTa M TeparnuuTe, clieBa Ja ObJaT BBBEACHH YCKOPEHHU IMPOLEAYpH 32 OLICHKA,
KOWTO Jla C€ TMpHJIaraT Mo OTHOIICHWE Ha JICKAPCTBEHUTE IMPOAYKTH C OCOOeHa
TepaneBTUYHA 3HAYMMOCT, KaKTO W TpOLEAypyd 3a MNpUIOOMBaHE Ha BPEMEHHU
paspellieHusi, CHABPKAINM HSIKOM TIOJUICKAIM Ha €XETOJHO IPepasrIekKaaHe
ycioBus. B cdepara Ha Jiekap CTBEHHTE IPOAYKTH 32 XyMaHHA yroTpeda ciie/iBa Ja ce
BB3IPHEMa, KOTaTO TOBA € BB3MOXKHO, M OOII[ MOJX0 MO OTHOILLICHUE Ha KPUTEPUUTE
U YCIIOBHSTA 3 MajJHaTHBHA yMoTpeda Ha HOBU JICKAPCTBEHU MPOIYKTH IO CHUJIaTa Ha
3aKOHOJIATEJICTBATa Ha IbP)KaBUTE-WICHKH.
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(34) bpxaBuTe-wICHKH pas3mnoJiaraT ¢ Mpoleaypa 3a CpaBHHUTENIHA OIEHKAa Ha
e KacHOCTTa Ha JICKAPCTBEHUTE MPOAYKTH, IMOJIOMAralia BHEIPSIBAHETO HAa HOB
JIEKapCTBEH MPOAYKT B TEpalleTBUUYHMUS KIac Ha BEYE€ ChUICCTBYBAIM JIEKAPCTBEHU
IMPOAYKTH. AHaJIOFI/I‘{HO, B CBOHUTC 3aKIIIOYCHHUA IO OTHOMICHUEC Ha JICKAPCTBCHUTC
MPOJYKTH U OOIIECTBEHOTO 3z[paBelz, npuetu Ha 29 1onu 2000 r., CpBETHT OgUYEpTA
3HAUEHUETO Ha HACHTH(QUIHPAHETO Ha JIEKAPCTBEHHUTE MPOAYKTH, OCHUTYPSBAIIM
nobaBeHa TepaneBTUYHA CTOMHOCT. HezaBucHMO OT TOBa, BBIIPOCHOTO OLIEHSIBAHE HE
ClIe[IBa /1a c€ U3BBPIIBA B KOHTEKCTA HAa M3/1aBAHETO HA pa3pelIeHUATa 32 ThPTOBUS,
M0 OTHOIIIGHHE HA KOWUTO, IO O0II0 MHEHUE, ClIe[[Ba JIa C€ ChXPaHH MpUIIaraHeTo Ha
dyHIaMeHTanHUTE KpUTeprH. B TOBa oTHOMIEHHE OM OMJIO MOJIE3HO /1a Ce OCUTYpH
BB3MOXKHOCT 3a ChOMpaHe Ha MHQopMalus 3a MPHJIAraHUTe OT IbpKABUTE-UICHKH
METOJIM 32 OIpPEICNSIHE Ha TEepaneBTUYHUTE M3rOAM, IOJy4yaBaHU OT BCEKM HOB
JIEKapCTBEH MPOIYKT.

(35) Cprnacuo peiictBanmre KbM MOMeHTa paznopendu ot Jupexrusu 2001/83/EO n
2001/82/EO cpokbT Ha AelcTBUE Ha pa3pelieHHsTa 3a Thprosus Ha OOImHOCTTa €
I'BPBOHAYATHO OTPaHUYEH JO MEPHOJA OT ITET TOAWHH, CIEJ M3THYAHETO Ha KOUTO
paspemeHueTo MoUIekKH Ha MoaHoBsiBaHe. Cleq TOBa pa3peIleHHeTO 3a THPTOBHS
clienBa a OCTaHE B CHJIA 3a HEOTpaHW4eH mepuo] oT Bpeme. OCBEH TOBa, BCSKO
HEH3MOI3BAaHO B MPOJBDKCHHE Ha TPH IOCIEIOBATEIHU TOAWHU pPa3pelieHue, T.c.
paspeleHne, Bb3 OCHOBA Ha KOETO IIPe3 BBIPOCHUS IMepuos Ha masapa B OOmmHocTTa
He € OmI mycHaT KakbBTO M Ja OMJIO JIEKapCTBEH MPOAYKT, C€ CUhTa 3a
HENICHCTBUTEINHO, 32 /1a MOKE J1a ce M30eTHe aIMUHHUCTPAaTHBHATA TEXKECT, CBBP3aHa C
HOJIbP)KAHETO Ha MOJ00HO paspemeHue. He3aBucHUMO OT TOBa, OT TOBA IPaBUIIO
MOTaT Jia ce MPaBAT M3KIIOUCHHS B CIlydanTe, KOraro IOCIEIHUTE ca ONpPaBIaHU OT
Kacaell| OO IIECTBEHOTO 3/IpaBe ChOOpakeHUsI.

(36) JlexapcTBeHHTE MPOIYKTH, CBHABPXKANM WX CBCTOAIM C€ OT TEHHO
MOJUGUIIMPaHU OpraHU3MH, MOTaT Ja MOPOAAT PUCKOBE 3a OKOJIHaTa cpena. 1o Tasu
NPUYMHA, 110 OTHOIICHHE Ha MOJOOHHM MPOIYKTH € HEOOXOOMMO Ja Ce MPHIIOKHU
IpoLeaAypa 3a OLEHKAa Ha PHUCKa 3a OKOJIHAaTa cpela, aHaJIOTMYHa Ha MpolenypaTta,
npeasuaeHa no cMuchia Ha Jupekrusa 2001/18/EO na EBpomneiickus mapiaMeHT U
Csogera ot 12 mapt 2001 r. 3a ch3HaTENHOTO OCBOOOXKIaBaHE B OKOJHATa Cpela Ha
reHETHYHO MOIM(DHIHPAHHE OPraHMU3MH >, KOATO Ja Ce MPOBEKIA MApATENHO Ha
OLICHKaTa, B paMKUTe Ha €JHa eJUHCTBeHa mpouenypa Ha OOmHOCTTa, Ha
KauecTBOTO, OE3BPEIHOCTTA U €(PMKACHOCTTA HA CbOTBETHHUS MIPOIYKT.

(37) Mepkute, HEOOXOUMH 3a TIPUJIATAaHETO HA HACTOSIIMS PEIJIaMEHT, CJIe/lBa J1a Ce
npuemar B cboTBeTcTBUE ¢ Pemenue 1999/468/EO na CobBera oT 28 toHu 1999 .
OTHOCHO YCTaHOBSIBAHETO Ha IPOLELYPUTE 3a YNPAKHABAHE HA M3IIBIHUTCIHUTE
npaBoMoOLMs, IpeaocTaBeHn Ha Komucusdara™.

(38) Pasmopendute ot Permament (EO) Ne 1647/2003"° 3a m3menenue Ha Permament
(EO) Ne 2309/93 otHOCHO Oro/pKeTHUTE W (PMHAHCOBUTE MpaBuUJa, MPUIOKUMHU KbM

120B C 218, 31.7.2000 r., ctp. 10.

BOoBL 106, 17.4.2001 r., c1p. 1. AupexTtuBa, nocine o u3meHeHa ¢ Permament (EO) NeNe 1830/2003
Ha EBpomneiickus nmapnament u Coeta (OB L 268, 18.10.2003 1., c1p. 24).

OB L184,17.7.199 r., c1p. 23.

15 OB L 245, 29.9.2003 r., c1p. 19.
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pa60TaTa Ha arcHgudaTra, U JOCTbhbIla A0 JOKYMCHTUTC Ha arcHUUATa, CJICABA Ja CC
BHCAPAT B TAXHATA UAJIOCT B HACTOAIIMA PECITIAMEHT,

[MPUEXA HACTOAIIA PEIJTAMEHT:
JST |
ONPEAEJTEHUS U OBXBAT
Ynen 1

Hacrosiumsr pernmamMeHT uMma 3a Iiesl Ja YIBBpAM mpoueaypu Ha OOmmoctra 3a
paspelnaBaHe, KOHTPOJI U (apMaKoJIOTMYHa OAUTETHOCT Ha JIEKAp CTBEHUTE MPOIYKTH
3a XyMaHHa M BETepUHapHa yrnoTpeda M ch3laBaHEeTO Ha EBpormelicka areHIus 1o
JekapcTBara (HapuiaHa OTTYK HaTaThK ,aTeHIUsITa”).

PaznopenduTe Ha HaCTOSAIMS perjJaMeHT He 3acsiraT MpaBOMOIMATA HA OPTaHUTE Ha
JIbPYKABUTE-YICHKH, KACACIIM OMPESIISIHETO Ha IEHUTE Ha JICKAPCTBEHUTE MP OAYKTH
WM TSAXHOTO BKJIIOYBaHE B 0OXBaTa Ha HAl[MOHAJIHATA CHCTEMa 3a 3JIpaBeOla3BaHE
UM CXEeMHTE 3a COIIMAIHO MOJANOMAaraHe, Bb3 OCHOBA Ha 3APaBHH, HKOHOMHUYECKH
WU COIMaNHU ycsioBus. [lo-crenuaiHo aApp:kaBUTe-WICHKH UMaT cBo0o1a Ha n300p
Ha TaKMBa TEPANMEBTUYHU TIOKA3aHUSI W pa3MEepd Ha OIAKOBKUTE H3MEKIY
duryprpanmTe B pa3peiieHueTo 3a ThpTOBUS JaHHH, KOUTO Ie ObAaT 00XBaHATH OT
TEXHUTE OPTaHU 32 COLMAIHO MOJIITOMaraHe.

Ynen 2

Onpenenenusra, cpabpkanm ce B uwieH 1 ot JupexkruBa 2001/83/EO wm
olpesienenusTa, chappxkanm ce B wieH 1 ot Jupexkrusa 2001/82/EO, ce mpunarat u
3a LEJIUTE Ha HACTOSILMS PETTIAMEHT.

TutynasppT Ha paspelieHue 3a THPIOBUS C JIEKAPCTBEHHU MPOIYKTH, MpeIMeT Ha
HACTOSIIMS PETJIAMEHT, TpsOBa na Obae yctanoBeH B OOmmHOcTTa. TUTYISAPHT HOCH
OTrOBOPHOCT 3a IYCKAHETO Ha Ia3apa Ha BBIPOCHUTE JICKAPCTBCHH IPOJYKTH,
HE3aBHCUMO JJAJI CBIIOTO C€ W3BBPIIBA OT CAMHS HETO WU OT €JHO WIIM MOBEYe
YI'BITHOMOIIICHH 32 Ta3H IIeJT JINIIA.

Ynen 3

1. Ha ma3zapa na OOmmoctTa MoraT sa ObJaT MyCKaHW €IUHCTBEHO (UIYypHpally B
NPUIOKEHUETO JIEKAPCTBEHU NPOIYKTH, 38 KOMTO MMa pa3pelleHus 3a ThPTOBUS,
HAJJIEKHO U3JaieHu oT OOIHOCTTa B CHOTBETCTBHE C Pa3NOpeAOUTEe Ha HACTOSIIIMS
pETIaMEHT.

2. 3a Bceku Hedurypupal] B MPUIIOKEHHUETO JIEKAPCTBEH MPOAYKT MOXe Ja Obae

NPEIOCTABEHO pa3pelicHue 3a ThproBuss oT OOmMHOCTTa B  CHOTBETCTBHE C
pasnopeouTe OT HACTOS M PEIIAMEHT, aKO:
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a) JICKapCTBEHUSAT MPOAYKT ChIbpPKAa HOBA AaKTUBHA CYOCTAHIIMS, 32 KOSTO HE € HMAJIO
paszpemienue B OOmHOCTTa KbM JaTraTa Ha BIJIM3aHETO B CHUJa HA HACTOSILMSA
periiaMeHT; HJIH

0) 3asBUTENAT JAEMOHCTpUpA, Y€ JIEKAPCTBEHUAT MPOAYKT IMpEACTaBIsBa
HOBOBBBEJICHHE OT T[JeAHAa TOYKA Ha HEroBaTa TEpalneBTUYHA, HAydYHA WIHU
TEXHUYECKa CTOMHOCT, WJIM Y€ MPEJOCTABSIHETO Ha pa3pelieHUEe B CHOTBETCTBHUE C
HACTOSLMS PErJIaMeHT € B MHTEpeC 3a MaleHTUTE WM 3APaBETO Ha KUBOTHUTE HA
HUBO Ha OOLHOCTTA;

3a WMYHOJIOTUYHUTE BETCPUHAPHHW MPOJIYKTH 3a JICYCHHE Ha 3a00JIABaHUS TI0
YKUBOTHHTE, KOUTO ca MPEIMET Ha MepKuTe 3a mpodunakruka Ha OOIHOCTTA, CHIIO
MoOTaT J1a ObJaT MPEIOCTaBEHH MTO00HU pa3peleHUsI.

3. Paspemienue 3a reHepuueH JICKapCTBEH MPOAYKT Ha pe(epeHTEH JIeKapCTBEH
NPOJYKT, 3a KOWTO MMa H3AajaeHo paspeuieHue ot OOmHocTTa, MoXke Aa Oble
IPEAOCTaBEHO OT KOMIETEHTHUTE OPTaHW Ha Jbp)KaBUTE-UICHKA B CHOTBETCTBHE C
HupextuBa 2001/83/EO u [dupexruBa 2001/82/EO mpu cra3BaHe Ha CIEAHUTE
YCIIOBHSL:

a) 3asBJICHHETO 32 M3aBaHE Ha pa3pellieHUE € MPEJCTaBEHO B CHOTBETCTBUE C WICH
10 ot Jupexrura 2001/83/EO u unen 13 ot Jupexrusa 2001/82/EO;

0) 0000IIEHHETO Ha XapaKTEpUCTUKUTE HA MPOAYKTa € BBB BCHUYKM OCHOBHU
OTHOIIICHUSI CHBMECTUMO C OOOOINEHHMETO Ha Bede paspemeHus oT OOmHocTTa
JeKapCTBEH NpPOAYKT, C M3KIOYEHHE Ha eJlIeMeHTHTe OT O0O00OIIeHHEeTo Ha
XapaKTePUCTUKUTE Ha JIEKapCTBEHUS MPOAYKT, OTHACAIM C€ 10 IOKa3aHUATa U
JO3UPOBKHUTE, KOWTO ca OWIM OOXBaHATH OT IATEHTHOTO 3aKOHOJATEJICTBO 10
BPEMETO Ha ThPrOBUTA C TEHEPUUHHUSI JIEKAPCTBEH MPOAYKT; U

B) TCHEPUYHUSAT JICKAPCTBEH MPOJIYKT € pa3pellicH O] eIHO U ChII0 HANMECHOBAHUE
BHB BCHYKU JbPKaBH-WICHKH, B KOUTO ca OMJIM BHECEHU 3asBJICHUS 3a U3 aBaHEe HA
paspemenue. [lo cMuchiIa Ha HacTosm@ATAa pa3nmopenda BCUYKH €3MKOBU BEPCHH Ha
INN (MexIyHapoaHOTO HEMAaTEeHTOBAHO HAMMEHOBAHKE) CE€ BB3MPHEMAT KaTO €HO H
CHII0 HAUMEHOBAHHE.

4. Cnen KOHCYNTallMUM C KOMIIETCHTHATAa KOMHUCHS KbM AareHIMsTa HPUIIOKCHUETO
MOXXe Ja OBIe IpepasrieaHo B CBETIIMHATa HA HAyYHO-TEXHHYECKHS IPOIpec ¢
OIVIeZl Ha BHACSHETO Ha BCHYKH HEOOXOIMMH H3MEHEHHUs 0e3 paslmpsBaHe Ha
oOXxBara Ha IEHTpaJHM3UpaHaTa Mpoueaypa. BeIpocHUTe M3MEHEHHUs ce MpuemMar B
CBHOTBETCTBHUE C MpOIIeypaTa, MocoyeHa B wieH 87, maparpad 2.

Ynen 4

1. 3agBnenusTa 3a MojiydaBaHe Ha pa3pelleHUsTa 3a ThPTOBHUS, TOCOUYECHU B WiEH 3, ce
1oJaBar 0 areHIusITa.

2. O6umoCTTa NMpPEeAocTaBs pa3pelleHUsITa 32 ThProBUs C JICKAPCTBEHHU IMPOIYKTH 3a
XyMaHHa YIoTpeda u 0ChIIECTBABA KOHTPOJ BBPXY TAX chIviacHo st .
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3. OOmHOCTTa MpenocTaBs pa3pelieHHTa 33 ThPrOBUsI C BETEpUHAPHH JICKAPCTBEHU
HNPOJIYKTU U OCHLIECTBIBA KOHTPOJ BBPXY TAX chritacHO st |11,

s gl

N3IABAHE HA PASPEINEHUA 3A JIEKAPCTBEHUTE [TPOJJYKTU 3A
XYMAHHA VIIOTPEBA U KOHTPOJI BbPXY TAX

I'maBa 1
IlopaBaHe u pa3sriiesk1aHe HA 3asiBJICHUSI - pa3pe L HUSA
Ynen 5

1. Ce3naBa ce Komurer mo mnexkapcTBEHHWTE NPOAYKTH 3a XyMaHHa yrnoTpeoa.
KoMutersT npeacraBisiBa 4acT OT areHIIHsTA.

2. be3 nma ce HapymaBaT 4ieH 56 uiIu APYrd 3aadyd, KOUTO 3aKOHOAATEJICTBOTO Ha
OOmmocTTa MOXe Ja BB3MOXKM Ha KomuTera mo IeKkapCTBEHHUTE MPOAYKTH 3a
XyMaHHa ynoTtpeda, MOCIeIHUAT HOCH OTTOBOPHOCT 3a U3rOTBSIHE HA CTAHOBHIIATA HA
arcHuousATa 1m0 BCHYKM BBIPOCH, KacaCl AOIYCTHMOCTTa Ha IJOKYMCHTaUUATa,
NpeACTaBEHa B CHOTBETCTBUE C IEHTpaIU3UpaHaTa NpPOUEaYypa, MPEIOCTABSHETO,
InpomMsaHara, NpCycraHOBABAHCTO HaA I[GI\/JICTBI/IGTO WM OTTCIIIAHCTO Ha pa3pClICHUATA
3a IMycKaHe Ha JIEKApCTBEHU TMPOAYKTH 3a XyMaHHa yrnorpeba Ha maszapa B
CHOTBETCTBUE C PA3MOPENONTE HA HACTOSIMS 11 U (hJapMaKOJIOTHYHATA OTUTEITHOCT.

3. Ilo nckaHe Ha U3NBIHUTENHUSA AUPEKTOP HA arcHUUATA WM IPEICTaBUTENS Ha
Komucusra KoMuteTsT 1o ekapcTBEHUTE MPOIYKTH 3a XyMaHHa yroTpeba M3roTBs
CTAaHOBHIIA IO BCHUYKM BBIPOCH OT HAYYHO €CTECTBO, Kacaell OIEHKaTa Ha
JIEKapCTBEHUTE MPOAYKTU 3a XyMaHHa ynorpeda. Komucusara otnens nogobaBaio
BHUMaHHE Ha OTIPABEHUTE OT JbP>KABUTE-UJICHKU MCKAaHMS 3a IMPEJOCTaBsSHE Ha
cranoBuiia. OcseH ToBa Komucusra gopmynupa cTaHOBUIIE BB BCUUKH ClIydaH, B
KOWUTO € HaJIMIIE PA3HOIVIACHE B OLICHKATa Ha JIEKAPCTBEHUTE NIPOJYKTH B PAMKHUTE Ha
npoueaypara 3a B3auMHO npusHaBaHe. CtaHoBumiero Ha Komucusra e o0mecTBeHo
JOCTBITHO.

Ynen 6

1. Bcsko 3asBiieHME 3a IOJydaBaHE Ha pa3pellieHHe 3a THPrOBUS C JIEKApCTBEH
OPOAYKT 3a XyMaHHa ynmoTpeOa BKIIOUYBA KOHKPETHO M BCEOOXBATHO NAaHHUTE M
JTOKYMEHTHTE, IpeIBUACHH B wicH 8, maparpad 3, wienose 10, 10 a, 10 6 mum 11 ot
npunoxxkenne | koM [upextuBa 2001/83/EO. [lokymeHTuTe TpsibBa sa BKIHOYBAT
CTaHOBHUIIE CBHIVIACHO KOETO KIMHUYHHUTE M3NUTBAHHS, TPOBEICHU HW3BBH
TepuTOpuATa Ha EBpomelickusi Cbi03, YIOBIETBOPSBAT ETHYHUTE HM3MCKBAHUS OT
HupextuBa 2001/20/EOQ. BwnpocHuTe DaHHM M JIOKyMEHTH ca ChOOpa3eHU CbC
cnenupuaHOoTO 32 OOIMHOCTTA €CTECTBO Ha 3asBIICHUSATA 32 W3JaBaHE HA pa3peIIeHus
¥ TpeAroyiarar, OCBEH B HM3KIIOYMTEIHUTE CIydaW, CBBP3aHU C MPHJIATAaHETO Ha
3aKOHO/IATEJICTBOTO IO OTHOLICHHE Ha THPIrOBCKUTE MAapKH, BKIOYBAHE Ha €IHO
€IMHCTBEHO HAMEHOBAHHE 332 CHOTBETHHS JICKAPCTBEH MPOIYKT.
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3asiBIIEHUETO c€ MpHJApY)KaBa OT Takca B pa3Mep, KOSATO cje/iBa Ja ce IUIaTH Ha
areHIIusATa 3a pa3ieKJaHe Ha 3asBJICHUETO.

2. o oTHOIIEHUE HA JIEKAPCTBEHUTE MPOJIYKTH 3a XyMaHHa yrnoTpeda, ChIbpiKaly
WA ChCTOSIIM C€ OT T€HHO MO (PUIIMpaHW OPraHU3MH 10 CMHChIA HA WICH 2 OT
Hupekrusa 2001/18/EO, 3asBIeHHETO CE MPHUAPYKABA OT:

a) KOMHE OT MUCMEHOTO pa3pelleHHEe Ha KOMIIETEHTHUTE OpraHU 3a CH3HATEIHO
0cBOOO/IaBaHE B OKOJHATa Cpela Ha TeHETHYHO MOAM(UIMpAHM OpraHM3MHU 3a
HayY4HO-HU3CIIC0BATENICKH LIEJIH, B CIIydanTe, B KOUTO TOBA € MPEABHICHO B 4acT b ot
Hupextua 2001/18/EO unmn uvact b or dupekrusa 90/220/EMO na CwBeta ot 23
anpui 1990 1. OTHOCHO CB3HATENHOTO OCBOOOKJaBaHE B OKOJHATa cpeaa Ha
FeHETHYHO MOM(HIIHPAHY OPraHH3MH

0) mbIHATa TEXHUYECKAa JOKYMEHTaulls, MPeaocTaBsia nHPopMaIuaTa, U3UCKBaHa B
npunoxenus Il u IV xem Iupexrusa 2001/18/EO;

B) OIICHKAaTa 3a PHCKA 3a OKOJIHATA CPe/ia B ChOTBETCTBHE C MPUHIMITNTE, U3T0KEHN B
npunoxxenue |l kem Tupexrusa 2001/18/EO; u

I) pe3yATaTUTE OT IPOYYBAHUSATA, U3BBPIICHH C HAYYHO-U3CIEI0BATENICKA LIEl.

UnenoBe 13 no 24 or Hupexrua 2001/18/EO He ce mpunarar mo OTHOLICHHE Ha
JIEKAPCTBEHM TPOAYKTH 32 XyMaHHA yHnoTpe0a, ChIABpKAIM WM ChCTOSLM CE OT
TeHETUYHO MOAN(UIIMPaHN OPTAaHU3MHU.

3. AreHuusAra ciead 3a TOBa, cTaHoBHINETO Ha KomuTera o JeKapcTBEHHTE
IPOAYKTH 32 XyMaHHa ynoTpeba na ObJe mpenoctaBsHO B cpok a0 210 quu cien
MOJIy4aBaHETO HA BAJIMIHO 3asIBJIICHUE.

BpemerpacHero Ha aHanu3a Ha HAYYHUTE JAaHHU OT JIOCHETO, MIPHUAPYKABAIIO
3asBJICHHETO 3a MPHJI00MBAaHE Ha pa3pelicHHe 3a THPTOBHS, TpAOBa na ObIe Haii-
manko 80 JAHM, ¢ U3KIIOUEHUE Ha CIy4yauTe, B KOUTO JOKIAJUUKBT U ChAOKIAIUN KbT
00sIBSIT, Y€ ca MPUKITIOYHIINA U3BBPIIBAHATA OT TAX OLICHKA MPEAN U3THYAHETO Ha TO3U
CPOK.

Bn3 ocHOBaA Ha HAAJIEKHO o0ocHoBaHa M0J10a mocoueHusAT KoMureT Moxe Ja IonckKa
YABIDKAaBaHC Ha CPOKa Ha aHa/IM3a Ha HAYYHUTC JaHHH OT OOCHUETO, IIPUAPYKaBalllo
3as4BJICHHUCTO 3a HpI/I,Z[O6I/IBaHe Ha pa3pClICHUC 3a TbpIrOBUA.

B cioydauTe Ha nexkapCTBEHM MPOAYKTH 3a XyMaHHa ynoTpeda, ChAbpKAIM HIH
CBCTOSIIM CE€ OT T'€HHO MOJU(UIIMpPaHH OPraHU3MH, CTAHOBHUIIETO HA IMOCOYEHUS
KOMHUTET cje/iBa J1a Obie ChoOpa3eHO ¢ M3MCKBAHMATA 32 EKOJIOTHMYHA Oe3BpEeNHOCT,
npeasuaenu B Jupexrusa 2001/18/EO. B mporieca Ha orieHKaTa Ha 3asBJICHUATA 3a
paspellieHUs] 3a THPrOBUS C JIEKAPCTBEHM MPOAYKTH 3a XyMaHHa yrnorpeoda,
ChAbpiKall HJIH CBCTOAINM CC€ OT TCHCTUYHO MO,I[I/I(bI/ILII/IpaHI/I OpTraHu3MH,

6 0B L 117, 8.5.1990 r., ctp. 15. dupexktuBa, otMmenena ¢ Jupextua 2001/18/EO, HO Bce ome
MpHUTEeKABaIla OMPeE/eIeHO MPaBHO JCHC TBHE.
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JOKIAIUYU KT TPOBEXJa HEOOXOJAWMHUTE KOHCYITAIlMU C OpPraHUTE, y4pEeIeHH OT
OOumocTTa WM Abp)KaBUTE-WICHKH B choTBeTcTBHE ¢ Jupexrusa 2001/18/EO.

4. Bb3 OCHOBa Ha KOHCYJATallMM C areHIUsTa, IbP)KaBUTE-UJIEHKU U 3auHTEpe-
coBaHutTe crpaHu Komucusra u3rotBs moApoOHM YyKa3aHUs OTHOCHO dopmaTa, B
KOSITO cIie/iBa J1a OBJIaT MPECTaBEHU 3asBICHUATA 32 TOJydaBaHe Ha pa3pelieHuUs.

Ynen 7

3a menuTe Ha W3TOTBSAHETO HA CBOETO cTaHOBHUINE KOMUTETHT MO JEKapCTBEHUTE
MPOJYKTH 32 XyMaHHa ynotpeoa:

a) YAOCTOBEPsABA, Y€ NAHHUTEC U JOKYMCHTHUTC, MPECACTABCHU B CHOTBCTCTBUC C YJICH
6, otroBapsaTr Ha wusuckBanusaTa oT JupextuBa 2001/83/EO wm mnpoBepsBa mamu
MPEIBUACHUTE B HACTOSIIMS PETIaMEHT YCIOBUS 32 MPEIOCTaBsHE Ha pa3pelleHHE 3a
TBPTOBHS Ca CIIa3eHHU;

0) Moxe Ja ce oOBpHE KbM Jlaboparopus 3a o(ULHATICH JIEKAPCTBEH KOHTPOJ WIIH
maboparopus, IOCOYEHa OT JajeHa JIbp)KaBa-dieHKa 3a ChIIATa IIe, C MCKaHEe 3a
U3MHUTBaHE HA JICKAPCTBEHUS MPOIYKT 32 XyMaHHa ymoTpeOa, H3XOJIHUTE MaTepHUain
3a HETOBOTO MOJY4aBaHE M aKO TOBA € HEOOXOAMMO, MEXKIMHHHTE MPOIYKTH IMPH
HCTOBOTO ITIOJy4YaBaHC HJIM APYIrHd CHCTABHW HCTOBM KOMIIOHCHTH, 3a HCIIHUTC Ha
NpuIOOMBAHETO Ha JOKA3aTeICTBA 32 YAOBJICTBOPUTEIHOCTTa Ha IMPHJIATAaHUTE OT
MMpOU3BOAUTCIIA U OITMCAHNU B JOKYMCHTUTC KbM 3asBJICHUCTO MCTOAU 3a KOHTPOJI.

B) MOXe Jla ce OObpHE KbM 3asBUTENII C HCKAaHE 3a OCUTYpsBaHE Ha JaHHMUTE,
NpUApyXKaBalld 3asBJICHUETO, B OIpPEAEIEH 3a TOBAa CpoK. B ciyuaurte, B KOUTO
nocoueHuAT KomuTer ce BB3MON3BAa OT TOBA CBOE IPAaBO, CPOKBT, NMPEABUACH B
aJllnHes I'bpBa OT uJieH 6, nmaparpad 3, ce cnupa A0 MOMEHTa, B KOMTO Ob/ie monydeHa
JOIIBIIHATEIHO TIOMCKaHaTta WHpopMmarus. [lo aHanormyeH HaYMH, TO3UM CPOK Ce
IIPEYCTAaHOBSBA 3a BPEMETO, IIPEJOCTABEHO Ha 3asBUTENS 3a IOATOTBSHE HA HETOBUTE
YCTHH WJIM TIMCMEHU OOSICHEHHUS.

Ynen 8

1. Ilpm nosyyaBaHne Ha NHCMEHO MCcKaHe OT KomMuTera 1mo jgexkapCTBEHUTE MPOIYKTH
3a XyMaHHa ynoTrpeba OT JaZeHa JbpXKaBa-dleHKa, IOcielHaTa H3Ipala
uH(opMaIuATa, KaTo MPUBEXKIA JI0KAa3aTEeJCTBA B M0J13a HA TOBA, Y€ MPON3BOAUTEIIAT
Ha JICKAPCTBEHUS INPOAYKT WJIM BHOCUTEIAT HA NIPOJIYKTa OT TpeTa CTpaHa € B
CbCTOSIHUE Jla IpOU3BENE CHOTBETHUS JIEKAPCTBEH MPOIYKT W/WIIKM Ja TNpOBeAe
HEOOXOAMMUTE KOHTPOJIHHU W3MHUTBAHUS B CHOTBETCTBHE C JJAHHUTE U JOKyMEHTHUTE,
IIPENOCTABEHU CBIVIACHO YJIEH 0.

2. Koraro cyere ToBa 3a HEOOXOIMMO BBB BPB3Ka C PA3MVIEKIAHETO HA MIAICHO
3asBJICHHE, I[O0COYEHAaTa KOMHCHS MOXKE Jla IOMCKa OT 3asBUTENsA Ja INpeMUHE
CIenuagHa IpoBEpKa Ha MSACTOTOTO Ha IPOM3BOJCTBO HA CHOTBETHHUS JIEKAPCTBEH
npoaykr. I[logoOuu mpoBepku Morar Ja He ObaaT 0O0sSBSIBAHU MPEIBAPUTEIHO.

[IpoBepkara ce U3BBPIIBA B PAMKUATE HA CPOKA, IPEIBHUICH B allMHES M'bPBA OT WICH
6, maparpad 3, OT MHCIICKTOpPH OT Jbp)KaBaTa-WICHKA, MMPUTEXKABAIIM ITOXOJAIIA
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KBaHI/I(bI/IKaLII/ISI; ChbIIMTC MOraT aa CC NpuapyKaBaTr OT AOKIAAYWK HJIM CIICHUAINCT,
OIMpCACIICH OT KOMUTCTA.

Ynen 9

1. Arenuusra nHpopMupa He3a0aBHO 3asBUTENS, aKO CTaHOBHULIETO Ha Komurera no
JEKapCTBEHUTE MPOAYKTH 32 XyMaHHa YIoTpeoa e, ue:

a) 3ajBJICHUCTO HEC OTroBapsd Ha KPUTCPUUTC 3a HU3AABAHC Ha PA3PCHICHUC,
ChAbpPKalM CC B HACTOAIMA PCIVIIAMCHT,

0) e He0OX0IMMO 0000 LICHHETO HAa XapaKTePUCTUKUTE HA MPOAYKTA, MPEATI0KEHO OT
3asBUTEIIS, J1a C€ IPOMCHH,

B) €TUKETUTE WUJI JTUCTOBKATA C YITHTBAHUS B OMMAKOBKATA HA MPOIYKTa HE OTTOBApPST
Ha u3uckBanusara ot a1 V ot Hupexrusa 2001/83/EQO;

I) HEOOXOIUMO € Ja ce MPEeNOCTaBU paspellieHHue IpH Cla3BaHe Ha YCIOBHSTA,
npeaBuIeHu B uieH 14, maparpadu 7 u 8.

2. B cpok o 15 gHm cnen mosydaBaHe Ha CTaHOBHUILETO, IMOCOYEHO B maparpad 1,
3asBUTENAT MOXKE JIa OTIIPABH JI0 areHIMATA MMCMEHO yBEAOMIICHUE, Ye OM Kemal Ja
IOMCKa Ipepas3riexaHe Ha CTAaHOBUILETO. B TO3u ciydail 3asBUTENAT U3palia Ha
areHIUsITa TOIPOOHU MOTHUBH 32 MICKAHETO CU B CPOK OT 60 IHH cien mojiydaBaHe Ha
CTaHOBHIIETO.

B cpok mo 60 nHuM cinex moigydyaBaHETO HAa MOTMBUTE 3a MCKAHETO, MOCOUYEHUSAT
KOMUTET ITpepasIiiek/ia CBOETO CTAHOBUIIE B CbOTBETCTBHUE C YCIOBUSTA, yCTAHOBEHU
B UETBBpTATa allMHes OoT wieH 62, nmaparpad 1. KbM OKOHUATETHOTO CTaHOBUIIE Ce
HPUKPEIST IPUYMHUTE 32 HAIIPAaBEHOTO 3aKII0YEHHE.

3. B cpok no 15 nHuU cnen HETOBOTO MPUEMAHE areHIUATa U3Mpala 0O KOHYATEIHOTO
CTaHOBUIIE Ha ITOcOYeHHsI kKoMUTeT 70 Komucusra, 1bpKaBUTE-UICHKH U 3asBUTENS,
3aeHO C JOKJIaJ, B KOHTO C€ ChAbpXa ONMCAHHWE Ha OLEHKaTa Ha JIEKapCTBEHUS
npoaykr ot Komurera u n3nokeHue Ha IPUUMHUTE 32 HEHOTO 3aKIIOUYEHHUE.

4. HpI/I CTaHOBHIIIC B I10JI3a Ha MNPEAOCTABAHCTO Ha Pa3spCUICHUE 3a IIYCKaHE Ha
CbOTBCTHUSA JICKAPCTBCH IIPOAYKT Ha IIa3apd, KbM CTAHOBHUIICTO C€ MpuHJIarat
CJICIHUTC JOKYMCHTH:

a) MPOeKT Ha 0000INeHNE HA XapaKTepUCTUKUTE HA MPOAYKTa ChITacHO wieH 11 or
Hupexrusa 2001/83/EO;

0) MaHHM 3a YCIOBUATA WJIM OTPAHUYCHUSTA, KOUTO CJeIBa Ja OBAAT HAIOKCHH
BBPXY [IOCTaBKUTE WJIM ynoTrpebara Ha CHOTBETHHS JICKAPCTBEH IPOJIYKT,
BKITIOYUTEIHO YCJIOBHSATA, MPU KOUTO JIEKAPCTBEHUAT MPOAYKT MOXKE Ja Cce
MPEIOCTaBsl HA TMAlMEHTH B CHOTBETCTBUE C KPUTEpHUHTE, M3NOKeHH B 1su1 VI or
Hupexrusa 2001/83/EO:
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B) AaHHU 3a NPCIOPBUUTCIHUTEC YCIIOBHUA WKW OIrpaHUYCHHUATA IO OTHOUICHUC Ha
Oe3BpenHaTa U eeKTMBHA ynoTpeda Ha JIeKap CTBEHUSI TPOJIYKT;

I‘) IMPOCKT Ha TCKCTAa Ha CTUKCTUTC U JIMCTOBKATA C YINbTBAHUA B OIIAKOBKATa,

IPEUIOKEH OT 3asBUTENS, NMPEACTaBeH B ChOTBETCTBHE ¢ 11 V or [lupektusa
2001/83/EO;

1) JOKITajia 3a OIlCHKATA.
Ynen 10

1. B cpok or 15 gHu ciex mojy4aBaHETO HAa CTAaHOBMIIETO, IMOCOYEHO B WIIEH 5,
naparpad 2 Kommucusta moAroTBsi MpOEKT 3a peIlIeHHe, KOeTO Ja Obe B3eTO IO
OTHOUICHUE Ha 3asBJICHUETO.

B cimydauTte, B KOMTO IaJieH TMPOEKT 3a pelleHHe MpEeIBIIKIA IPEIOCTaBsIHE Ha
pa3peleHre 3a THProBHS, CHUMAT BKIIOYBA WIIM CE T030BaBa Ha JOKyMEHTHUTE,
MOCOYEeHU B wieHoBe 9, maparpad 4, OykBu a), 0), B) u I).

B cnyganTe, B KOUTO MPOEKTHT 3a peLIEHHE HE ChOTBETCTBA HA CTAHOBMILETO Ha
areanusaTa, Komucusta mnpunmara moApoOHO OOsCHEHHWE 3a TNPUYMHUTE 34
pa3HOIIACUETO.

[IpoexTsT 3a peleHue ce unpama Ha IbpKaBUTE-UICHKU U Ha 3asBUTEISL.

2. Komucusta mpueMa OKOHYATEIHO pEUICHHE B CHOTBETCTBHE C MPOIEAypara,
noco4yeHa B wieH 87, maparpad 3, B Cpok A0 15 nHU cien NPUKIIOYBAHETO H.

3. TloCcTOSIHHUAT KOMHUTET MO JIEKQpPCTBEHHTE MPOAYKTH 3a XyMaHHa ymorpeoa,
nocodeH B wieH 87, maparpad 1, kopurupa cBos MPOLEAYPEH MPABUIHUK C OTJIe]] Ha
B3€MAaHETO I[10J] BHUMaHHE Ha BB3IOKEHUTE My 3aJauyd ChIJIACHO HACTOSIMS
perjgameHT.

B croTBeTCcTBHE C BBIIPOCHUTC KOPCKIIUU:

a) CTAaHOBWIIETO HAa ITOCOYCHUS IOCTOSHEH KOMHTET TPSOBA Jla Ce MPEIOCTaBH B
nucMeHa gopma;

0) IbpKaBUTE-WIHKMA pas3moyiarar ¢ 22 JHHW 3a U3MpalaHe Ha CBOUTE MHUCMEHH
3a0enexkd Mo mpoekra 3a pemeHue A0 Komucusra. HesaBucumo oT ToBa, ako e
HaJIHUIe HEOOXOJAUMOCT OT B3€MaHE Ha CIEIIHO PEIleHHE, MPElICeaaTeNsIT MOXKe Ja
ONpeeNId TO-KpaThK CPOK B 3aBHCHMOCT OT CIICIIHHS XapakTep Ha BBIIpOca.
BwropocHusT cpok HEe MOxke Aa Obie TO-KPaThK OT 5 THU, OCBEH MPU U3KIIOUHUTETHU
00CTOSITEIICTBA;

B) I[’bp)KaBI/ITe-LIJ'IeHKI/I MOTaT Aa OTHPaBAT MHMUCMCHO HCKAHC 3a O6C’b)KI[aHe Ha

IPOCKTa 3a pelieHHe, MMOCOYeH B maparpad 1, Ha TIEHapHO 3acefaHue Ha TOCOYCHUS
[TocTositHEH KOMHTET, KaTo IocoYar MoJApoOHaTa CH apryMEHTAIIUs 32 TOBA.
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4. KoraTo cbpIi1acHO cTaHOBHIIETO Ha KoMucusTa, IMCMEHUTE 3a0€IeKKH Ha JajcHa
Ibp)KaBa-wICHKA IOBJAWTAT HOBM BaXKHM BBIIPOCH OT HAYYHO WM TEXHUUYECKO
€CTECTBO, KOUTO HE Ca MPEIMET Ha pasriiekJaHe B MPEJOCTaBEHOTO OT areHIuATa
CTaHOBHIIIE, MPEJICEAATEIAT MPEYCTaHOBIBA U3II'BIHEHUETO Ha MPOLEeypaTa U OTHACA
3asBJICHUETO JI0 BHUMAHHETO Ha areHIMsITa 32 HOBO pasrIekIaHe.

5. Komucusra npuema pasmnopendonre, HEOOXOIMMH 3a U3IIBIHEHNETO Ha maparpad 4,
B CHOTBETCTBHE C MIPOIIEypara, oco4eHa B WwieH 87, maparpad 2.

6. AreHnusTa pa3npocTpaHsBa J0OKyMEHTHTE, TOCOYEHHU B wieH 9, maparpad 4, Oyksu
a), 0), B) u r).

Ynen 11

AKo 3asBUTEN OTTENNIM MOJAJCHO 1O areHIuATa 3asBJIEHHE 3a MPUAOOMBaHE Ha
paspeleHue 3a ThPTOBHsI, MPEIN areHIUATa Ja W3TbYM CTAHOBHUIIE IO BBIIPOCHOTO
3asBJICHUE, 3aBUTENIAT CHOOIIaBa HAa areHIMATA IPHYNHATE 32 TOBA CBOE JCHCTBHE.
AreHnusTa NMpaBu Tazu WHQPOpPMAIKS OOINECTBEHO JOCTBIIHA U MYOIMKYyBa JOKIA/IA
3a OIIEHKa, aKO TAaKbB CBIIECTBYBA, CIEJ 3aJMYaBAHETO Ha IpUIaTa WHPOpManud,
IpEeACTaBIISABAIIA ThPTOBCKA TallHa.

Ynen 12

1. M3gaBaneTo Ha paspelicHHE 3a THPTOBHMS C€ OTKa3Ba, aKo Clel MPOBEpKa Ha
JAHHUTE U JIOKyMEHTHUTE, MPEACTaBEHN B ChOTBETCTBUE C WICH 6, C€ YCTaHOBH, 4e
3asBUTEIAT HE € JOKa3aJl 10 IOAXOJA I HAUMH UJIM B IOCTaThbuHA CTENIEH KAYECTBOTO,
0e3BpeAHOCTTa WM e(PMKACHOCTTA Ha JIEKAPCTBEHU S TPOIYKT.

W3naBaHeTo Ha paspellleHue ce OTKa3Ba IO IM0J00EH HauuH M B CIIydauTe, KOraTo
OCUTYPEHUTE OT 3asBUTENS JaHHU WJIM JAOKYMEHTH B CHOTBETCTBUE C 4ujieH 6 ca
HETOYHM, UJIM aKO €TUKETUTE U JIMCTOBKATA C YII'BTBAHUS B OIMAKOBKATA, MPEATIOKEHH
OT 3asBUTENIS, HEe choTBeTCTBAT Ha 1151 V ot upekrusa 2001/83/EO.

2. OTka3bT 3a M37aBaHE Ha paspelleHue 3a ThproBus Ha OOIMHOCTTA mpearnonara
3a0paHa 3a INycKaHe Ha mazapa B rpaHunuTe Ha OOIHOCTTa Ha CHOTBETHHS
JIEKapCTBEH MPOJYKT.

3. Nudopmanusta OTHOCHO BCHYKM OTKAa3W M MPHUYMHHATE 32 TAX € OOIIECTBEHO
JOCTBITHA.

Ynen 13

1. be3s na ce HakbpHsBa uieH 4, maparpad 4 ot dupexruBa 2001/83/EO, Bcsiko
paspelieHue 3a ThPrOBHUs, NMPEJOCTABEHO B CHOTBETCTBUE C HACTOSIIMS PEITIaMEHT,
CTaBa IIPUJIOKUMO Ha TepuTopusara Ha 1suiara OOmHocT. Pa3pemenuero npenocrass
€JIHAKBU IIpaBa U 3ab/DKEHUS BBB BCSKA OT JABP/KABUTE-WICHKU U € PaBHOCTOMHO Ha
U3J1aJIEHO OT ChbOTBETHATA IbPKaBa-uJICHKA pa3peIleHHE 3a ThPTOBUS B CbOTBETCTBUE
c wieH 6 ot upexruBa 2001/83/EO.
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PaspeenuTe siekapcTBEHUM MPOAYKTH 3a XyMaHHa yrnorpe0a ce BrnucBaT B Perucrspa
Ha JIEKAPCTBEHUTE NPOAYKTH Ha OOLHOCTTAa M Ha CHIMTE C€ INPENOCTaBs HOMEP,
KOWTO (Urypupa BbpXy TSAXHATa OMAKOBKA.

2. Hotudukamusra Ha pa3peniecHUusATa 3a THProBus ce mnyonukyBa B Oguyuanen
secmHuk Ha Eeponetickus cvi03, KaTo Mo-CIelraiHo ce M0ocoYBa JaTaTa Ha U3aBaHe
Ha CHOTBETHOTO Pa3pelicHHuEe U HOMEPHT, O]l KOMUTO CHIIOTO € BIUCaHO B Perucropa
Ha OOIHOCTTa, KAKTO U MEXIYHAPOJAHOTO HenaTteHToBaHO HauMmeHoBanue (INN) Ha
aKTHBHATa CYOCTaHIIUs Ha JEKapCTBEHUS MPOAYKT, HeroBara (apmameBTuyHa Gopma
Y CBCHTYaJIHUSI AHaTOMUYEH TeparneBTnyeH xumuueH koj (ATC).

3. AreHnusra myonvMKyBa He3a0aBHO JOKIa/1a OT OIICHKATa Ha JIEKAPCTBEHUS MPOIAYKT
3a XyMaHHa ymnortpe0a, chbcTaBeH OT KomuTeTa Mo JeKapCTBEHMTE MHPOAYKTH 3a
XyMaHHa ynotrpeda ¥ MPUYUHUTE 32 CBOETO CTAHOBHUILE B M0J13a HA MPEIOCTABIHETO
Ha paspelleHue, ciel KaTo 3aJIM4y LsU1aTta HH opMalus, MPeICTaBIsABAINA ThProBcka
TaliHa.

EBponeiickusar poknaa 3a obmectBeHa ouenka (EPAR) BxmouBa mnmcMeHo
00001IeHNE, CHCTAaBEHO MO pa3dupaeM 3a oOmiecTBeHOCTTa HaunH. O000IEHHETO
ChIbpAKA MO-CHEIUATHO Pa3lell, CBbpP3aH C YCIOBHSATA 3a ymoTpeda Ha ChOTBETHUS
JI€KapCTBEH MPOIYKT.

4. Cnen npeaoCTaBsIHETO HA pa3pelicHUE 32 ThPTOBUS, TUTYISPBT HA PA3pEIICHUETO
uHQOpMHUpA areHIUATa 32 JAaTUTE Ha JCHCTBUTEITHUTE MPOJAKOM Ha JICKAPCTBEHUS
NPOAYKT 3a XyMaHHa yrnorpeba B IbpXKaBUTE-UJICHKH, KaTO B3eMa IOJ BHUMaHHE
pPa3IMYHUTE pa3pellieH! IPEACTaBSIHUS.

TuTynsapbsT HOTHQUIIHPA CHINO TaKa areHIHITa 33 €BEHTYATHOTO IIPEyCTaHOBSBAHE,
BPEMEHHO WJM IMOCTOSHHO, Ha ITYCKAaHETO Ha Ma3apa Ha ChOTBETHHS MPOAYKT. Taszu
HOTH(MKAIIMSI CE OTIPaBs HE MO-MAJKO OT 2 Mecela MPeau MPEYCTaHOBSIBAHETO Ha
NyCKAaHETO Ha I[a3apa Ha MPOAYyKTa, OCBEH B Clydall Ha W3KIIOYHTETHU
o0cTosATeICTBA.

[lo uckane Ha areHUHUsTa, MO-CHEHUATHO B KOHTEKCTa Ha (QapMakKoJOoTHYHATA
OIMTETHOCT, TUTYISPHT HAa Pa3pEIICHUETO 32 THPTOBUS OCUTYpsIBA HAa arcHIUsTA
BCUYKHU JAHHU, OTHACAIM C€ /10 00eMa Ha MPOoAaKOUTe Ha JIEKAPCTBEHUSI IPOIYKT Ha
HUBO Ha OOIHOCTTA, Pa3NpeesieHH O IbpPKaBU-UJICHKH, KAKTO M BCUYKH JaHHU 32
KOJINYECTBOTO Ha MPEANUCAHUTE JICKAPCTBA, C KAKBUTO TUTYIISIPBT pasnojiara.

Ynen 14

1. be3 na ce HakppHsABaT naparpadu 4, 5 u 7, CpoKbT Ha pa3pelIeHUATA 3a THPTOBUS €
IeT TOUHH.

2. CpokbT Ha pa3peuicHUETO 3a THPrOBHS MOXE Ja ObAe MPOABIKEH clied MeT
TOJMHHU BB3 OCHOBA HAa U3BBPIICHA OT areHUMATa MPEOLEHKA HAa ChOTHOILLEHHETO

MEX]ly pucKa U 1oJjs3arta.

3a Tazu 1en TUTYIAPHT Ha pa3pelIeHHETO 3a ThPrOBHS MPENOCTaBs Ha arcHIUsTA
00001eHa BepcHusi Ha JOKyMEHTAlMsATa OTHOCHO Ka4deCTBOTO, OE€3BPEIHOCTTA M
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epuKacHOCTTa, BKIIOYBAIA BCUYKA IPOMEHH, BHECEHM CJeJl MOMEHTa Ha
IPEIOCTaBSIHETO Ha pa3pelieHHEeTO 3a THhPIOBHS, Hal-MaJIko INECT Mecela Mpeau
U3TUYAHETO Ha CPOKa Ha pa3pelIeHueTo 3a ThproBus mo naparpad 1.

3. Cien yopikaBaHETO Ha HETOBUS CPOK Pa3pellICHHETO 32 ThPTOBHS OCTaBa B CHIIA
3a HEONpEICNeH IepHoJ OT Bpeme, ocBeH ako Kowmwucusra HE penm mopaiau
OCHOBATEITHU ChOOpaKEHM s, Kacae (papMaKoJIOTHYHATA OMUTEIHOCT, 1a TIPOIBIIKH
C TIPEeIOCTaBsIHE Ha HOB METTOIMINCH CPOK ChITIACHO Taparpad 2.

4. Besiko paspelleHne, KOeTo He € MOCJIEBaH0 OT JCHCTBUTEIHO IMyCKaHE Ha ma3apa
Ha OOnHOCTTa Ha JICKAPCTBEHUS MPOAYKT 32 XyMaHHa ynoTrpeba B paMKUTE Ha TPU
TOAWHU CJIe] U3[jaBaHe Ha ChOTBETHOTO pa3pellieHne, ryOu BalluTHOCTTA CH.

5. B ciyyanTte, KoraTo mycHaT Mpead TOBa Ha Ma3zapa pa3pellieH JeKapCTBEH MPOJIYKT
BeUe HE MPHUCHCTBA pEaJHO Ha IMa3apa B MPOJBIDKEHHE HA TPU IOCIEIOBATEIHU
TOJMHH, CbOTBETHOTO pa3pelieHue Tyou BaJuIHOCTTA CH.

6. Ilpm wu3KTOYUTETHH OOCTOSATENCTBA M IO CHOOpaXEHHs, CBBP3aHU C
001IecTBEHOTO 311paBe, KomucusaTa Moxke fa pa3peiy U3KITIOUYCHHS OT CITa3BaHETO Ha
naparpadu 4 u 5. [logo6uu u3kmodeHus TpsOBa na ObAaT HAAIEKHO 00OCHOBAHMU.

7. Cnem KOHCYATAIlMM ChC 3asBUTENS MOXeE Jla ObJie MPEAOCTABEHO pa3pellcHHE,
CHIBPKALO HAKOW CHENU(PUYHHM  3aIBbJDKCHHUS, MOAJMeKAld Ha  €XKEroJHo
npepasriekaaHe oT crpaHa Ha areHnusta. CHOUCBKET Ha Te3W 3aIb/DKCHHS €
0OIIIECTBEHO IOCTHIIEH.

Upes aeporanus ot nmaparpad 1, TakoBa paszpelieHue UMa CPOK Ha JIEHCTBUE OT elHa
rOJIMHA, TTOJUIEKAIll Ha MTPOABIDKABAHE.

PasnopenOute 3a mpegocTaBsHe Ha MOJOOHU pa3pelicHHsI Ce ONPEETT B pETIaMEHT
Ha KomucusTa, KOHTO ce mpruema B ChOTBETCTBHE C MPOIEAypara, IOCOYeHa B WICH
87, maparpad 2.

8. Ilpu M3KIIOUMTETHU OOCTOATENCTBA W CIIE]] MPOBEXKJaHE Ha KOHCYATAIUU ChC
3asBUTENSI MOXE Jla CE€ NPEAOCTaBU pa3pellieHUEe, NPUAPYKEHO OT OTIPABEHO KbM
3adBUTCIII HM3KMCKBAHC 3a BBBCKIAHC Ha KOHKPCTHH IMPOUCAYPH, I10-CIICHUAIIHO
TaKkiuBa, Kacaeld Oe3BpEAHOCTTAa Ha JIEKApCTBEHUS MPOAYKT, U HOTU(UIIMpaHE Ha
KOMIICTCHTHUTEC OpraHM 3a BCCKW MNPOU3TUYAIL OT HEroBara YHOTpe6a WHIOUACHT U
JecTBUATa, KOMTO Ja ObaaT npexanpuerd. TakoBa paspellleHHE MOXe Ja ce
IPEIOCTaBs €AMHCTBEHO O 0OEKTUBHU, MOAJIEKAIM Ha IIPOBEPKA IPUUUHU U TpIOBa
Jla ce OCHOBaBa Ha €JHO OT CBHOOpPaXKEHUATA, MOCOUYEHM B TpuiiokeHue | kbMm
HupexruBa 2001/83/EO. [IpoabmkaBaHeTo Ha CpOKa HA Pa3pelieHUETO € CBBP3aHO C
€XKEroJHaTa MpeolleHKa Ha BBIIPOCHUTE YCIOBUS.

9. B cnydaurte, Koraro € MHOJQJAEHO 3asBJICHUE 3a pas3pellieHue 3a ThPTOBUS C
JeKapCcTBEH MPOAYKT 3a XyMaHHa yrnoTpeda, KOHTO MMa ChHIIECTBEHO 3HAYEHHE 32
OOLIECTBEHOTO 3/paB€ M KOWTO Hail-Beue MPEJCTaBjIsiBa HOBOBBBEAECHHUE OT
TepaneBTUYHA IVIeHA TOYKA, 3aIBUTEIST MOXKeE Ja OTIIPAaBU MCKAHE 3a U3II'bIHEHHUE Ha
ycKOpeHa Ipouenypa 3a oueHsBaHe. lVckaHeto TtpsiOBa nga ObJe HAAJIEKHO
000CHOBAHO.
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Axo KoMmHUTETBT 1O JICKapCTBEHUTE IPOAYKTH 3a XyMaHHA yroTpeba mpueme
MCKaHEeTO, CPOKBT, MPEABUJICH B alluHEs! MbpBa OT wieH 6, maparpad 3 ce HamamsBa
ga 150 quwu.

10. Ipu nmpremMaHeTo Ha CBOETO CTaHOBHUIIE KOMHUTETHT 110 JIEKApCTBEHUTE MPOYKTH
3a XyMaHHa yrnoTpe0a BKIIOYBA MPEATI0KECHUE, Kacaelllo KPUTEPUUTE 3a TIPEANUCBaHE

UK ynmotpeba Ha JIGKAPCTBEHHUTE MPOAYKTH B ChOTBETCTBUE ¢ wieH 70, maparpad 1
ot upexrusa 2001/83/EO.

11. be3 ToBa na HakbpHsABA 3aKOHOJATEJICTBOTO 3a 3allMTa HA MHAYCTpUAIHATA U
TBPIOBCKa COOCTBEHOCT, JICKAPCTBEHHUTE MPOAYKTH 3a XyMaHHa ymnorpeoa,
paspelleHu B CbOTBETCTBUE C PA3NOPEOUTE OT HACTOSIMS PETJIAMEHT, CE MOJI3BAT OT
IIpaBO 3a 3alldTa Ha JAaHHUTE 3a OCEMIOJMINCH IEPHOJL M OT IPaBO Ha Ia3zapHa
3alMTa 32 ACCETIOAMILICH IIEPUOJ, IIPU BB3MOKHOCT 34 YABIDKABAHE HA IOCICIHUS
nepuoJ 10 MakcuMyM 11 ronnmHH, ako Mo BpeMe Ha MMbPBUTE OCEM OT OOIIO JeceTTe
TOIMHU TUTYIAPBT Ha paspelieHueTo 3a ThProBHs NMpUA0OHE pa3pellieHue 3a eIUH
UIIM 1I0B€Ye€ HOBU TEpAINlCBTUYHHU IIOKa3aHUs, KOUTO B XOJa HA HaydyHaTa OLICHKA,
IpeanecTBalld M3JaBaHETO HA Pa3peIeHUETO, NIPENOCTaBAT JOKa3aTelcTBa 3a
OCHUTYpSIBaHE HA 3HAYMMHU KIMHUYHU TOJ3U B CPAaBHEHUE C APYTM ChHIIECTBYBAILM
TEpaIuu.

Ynen 15

[IpenocraBsiHeTO Ha paspelieHHe He 3acsra MPOM3THYAIATA OT TPAXKIAHCKOTO WU
KPUMHHAJIHOTO TMPaBO OTTOBOPHOCT Ha TMPOU3BOAMUTENS MJIM TUTYIApa Ha
paspelieHueTo 3a THPrOBHUSI CHIVIACHO HAIMOHATHOTO 3aKOHOJATEIICTBO HA
TbPKaBUTE- WICHKH.

I'naBa 2
KoHTpoJ u cankuuu
Ynen 16

1. Cnen mpenocTaBsiHE Ha paspellieHHE B ChOTBETCTBUE C HACTOSIMS PEIVIAMEHT,
TUTYISIPBT Ha Pa3pelicHHETO 3a THPTOBUS C JICKAPCTBEHHUS IMPOIYKT 32 XyMaHHa
ynoTpeba B3eMa I0J] BHUMaHHE MO OTHOLIEHME Ha METOIMTE 3a MPOU3BOJCTBO U
KOHTPOJI, TpeABUACHH B wieH 8, maparpad 3, OykBu r) u 3) oT Jlupekrupa
2001/83/EO, mocTuKeHHSTa Ha HAydHO-TEXHUYECKHUS MPOTPEC U U3BBPIIBA BCUUKU
IPOMEHH, KOUTO MOraT Ja ceé U3UCKBAT, 3a Jla MOKE JIEKapCTBEHUSAT NMPOJIYKT Ja Obje
NPOM3BEXKAaH M TPOBEPSBAH C IOMOINITa Ha OOMIONPHUETHTE HAYYHH METOJU.
TuTynapbsT 3asBSBa HCKAHETO CH 3a OJOOpsABaHE Ha BBIPOCHUTE IPOMEHH B
CBHOTBETCTBUE C HACTOSAIIMS PEITIaMEHT.

2. TuTynspbT Ha pa3pellieHUEeTO 3a ThProBUS MPEAOCTaBsl He3a0aBHO Ha areHIIUsATA,

Komucusra n AbPIKABUTC-YJICHKU BCAKa HOBOIIOSIBUJIA CC HH(bOpMaHHH, KOATO MOXKC
Ja Cb3aaac HCO6XO}II/IMOCT OT BHAaCAHETO HA IPOMEHU B JAHHUTEC UM JOKYMCHTHUTC,
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nocoyeHn B wieH 8, maparpad 3, uwienoBe 10, 10a, 106 u 11 ot upekruBa
2001/83/EO, npunoxenue | kbM chlaTa, uau wieH 9, naparpad 4 oT HacTOALMS
perJaMeHT.

[To-cnenuanao Toit mHMopMHUpa He3abaBHO areHmusATa, Kommcusara M JbpiKaBUTE-
YJICHKHU 3a BCsika 3a0paHa UM OTpaHUYEHUE, HAJOKEHU OT KOMIIETEHTHUTE OPTaHu Ha
HAKOA OT ABPKABUTC-HJIICHKU, B KOATO CC TbhPryBa JICKAPCTBCHUAT IIPOAYKT 3a
XyMaHHa ynorpebda, KakTo U 3a BCsika MHGopMaIus, KOsITO MOXKE Jja OKaKe BIUSHUE
BBpXY OLICHKAaTa Ha 110J13aTa U PUCKA OT ChOTBETHUS JIEKAPCTBEH MPOAYKT 32 XyMaHHA

yrorpeoa.

3a menuTe Ha TEKyllaTa OLICHKA Ha CBHOTHOLIEHMETO MEXIy pHUCKAa M II0J3ara
areHIUATa MOXKE Jla M3UCKAa [0 BCSAKO BpEME OT TUTY/ISApA Ha pa3pelieHHETO 3a
TBPrOBHsSl  NPEAOCTaBSIHETO Ha JaHHM, OCHUIypsBallM  JOKasaTelcrBa  3a
CBXpaHSABAHETO Ha ONArONMPHUATHHS XapaKTep Ha CHOTHOIIEHHMETO MEXIY PHUCKa U
11oJ13aTa.

3. AKO TUTYASAPBT Ha pa3pellICcHUETO 3a JIEKApCTBEHHS MPOIYKT 32 XyMaHHa ynoTpeda
npejyiara BHacsiHe Ha TIPOMEHH B JIaHHUTE M JJOKYMEHTHUTE, IIOCOYCHH B maparpad 2,
CBHUMAT I10JjaBa CbOTBETHO 3asBJICHUE 10 arcHIUATA.

4. Cnen xoHCydTauuu ¢ areHiusata Komucusara mprema moaxoasnm pasmnopendn 3a
pasriexnaHe Ha NPOMEHUTE B paspelieHHsTa 3a THProBus mojJ QopMara Ha
periiaMeHT B ChOTBETCTBHE C IIPOIleaypaTa, IocoyeHa B wieH 87, maparpad 2.

Ynen 17

3asBUTENAT WJIM TUTYISPHT Ha Pa3pellieHHeTO 3a ThPrOBHS HOCH OTTOBOPHOCT 3a
TOYHOCTTA HA MPEIOCTABEHUTE JAHHU U JOKYMEHTH.

Ynen 18

1. Ilo ce oTHacs 10 JIEKapCTBEHU MPOAYKTH 32 XyMaHHa ynorpeda, MpON3BEICHH Ha
Teputopusita Ha OONHOCTTa, KOHTPOJHH OPraHW ca KOMIIETCHTHHTE OPraHH Ha
IbpKaBaTa-4JCHKA WU JIbPXKABUTE-WICHKUA, TMPEJOCTABHIIM pPa3peluicHueTo 3a
MpOM3BOJICTBO, IpeaBuieHO B wieH 40, maparpad 1 ot Jupexrusa 2001/83/EO, mo
OTHOIIICHUE Ha ChOTBETHUS JIEKAPCTBEH MPOJIYKT.

2. Illo ce oTHacs 10 JIEKapCTBEHH NMPOAYKTH, BHECEHU OT TPETH CTPAHH, KOHTPOJIHHU
OpraHu ca KOMIIETEHTHHMTE OpraHd Ha JIbp)KaBaTa-uleHKa WJIM JAbp)KaBUTE-YIECHKH,
MPEIOCTaBUIIN pa3pelieHueTo, npeasuaeHo B wieH 40, maparpad 3 ot JupexruBa
2001/83/EO, Ha BHOCHTEIIS, OCBEH aKO HE ca CKIIOYEHU MOJXOSLM CIOpa3yMeHUs
Mexay OOIHOCTTa U cTpaHaTa-u3HOCUTEN M MPOU3BOAUTEINAT HE MpHUJlara CTaHJapTH
3a no0pa NpOW3BOACTBEHA IPAKTHMKA, KOWTO Ca Hail-MaJKo EKBMBAJEHTHU Ha
CTaHJapTUTE, ycTaHOBEHU 0T OOIHOCTTA.

JlaneHa abprkaBa-wICHKA MOXKE Ja TIOMCKA CBHACHCTBHE OT Jpyra Ibp)KaBa-dICHKa
WIN OT areHIUATA.
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Ynen 19

1. KoHTpOoHUTE OpraHu OTrOBapsT 3a MPOBEpsIBAHETO 3a cMeTka Ha OOIHOCTTa, 4e
TUTYJSIPBT Ha Pa3pelicHUETO 3a THPTOBHS C JIEKAPCTBEHUS MPOAYKT 3a XyMaHHa
yroTpeba ui perucTpupanusar B OONHOCTTA MPOU3BOIUTET UITH BHOCHTEN OTIOBaps
Ha u3KckBaHusATa, onpenenenu B nsuose 1V, IX u Xl ot Aupexrusa 2001/83/EO.

2. B caydante, xoratro B choTBeTcTBHME C¢ wieH 122 ot JupexruBa 2001/83/EO
Komucusra O6pae uHbopMupaHa 3a CEpHUO3HU PA3HOITIACHS MEXKAY Abp>KaBHUTE-
YICHKM OTHOCHO TOB4, JaJlM TUTYIAPBT Ha PaspCHICHUCTO 3a TbProBud C
JICKapCTBEHUST TPOAYKT 3a XyMaHHa yrmorpeba uim peructpupan B OOmmHocrTa
MPOU3BOAUTEN WU BHOCHUTEN OTTOBaps Ha M3UCKBAHMATA, MOCOUEHU B maparpad 1,
Komucusra MOK€E, CJI€a KOHCYITAalluN CbC CbOTBECTHUTC ABPXKABU-YJICHKN Aa OTIIPpaBU
WCKaHE 3a MpeAnpHeMaHe Ha HOBa IPOBEPKA HAa THUTYISpa Ha pa3pelieHHEeTo 3a
THProBus, MPOU3BOJUTCIIA WM BHOCUTCIIA, OT HMHCICKTOP OT KOHTPOJIHHUA OpraH,
BBIIPOCHUAT UHCIIEKTOP Ce IpUApYKaBa OT ABaMa WHCIIEKTOPU OT AbpyKaBU -WICHKH,
KOWTO HE ca CTpaHa I10 CIIopa, WK OT JABama eKCIepTH, onpenesieHn ot Komurera mo
JIeKapCTBEHUTE MPOAYKTH 32 XyMaHHa YIoTpeoa.

3. Ilpy wm3IBIHEHWE HA YCIOBHATAa HA CIOPa3yMEHHSTA, €BEHTYAIHO CKIIOYCHU
Mexay OOmmHocTTa W TpPEeTH CTpaHUM B CHOTBETCTBHE ¢ wieH 18, maparpad 2,
Komucusara Moxe, cienq moiaydaBaHe Ha J0oOpe OOOCHOBAHO HMCKAaHE OT JIbprKaBa-
YJICHKA WJIM TTOCOYEHHUsI KOMUTET MJIM 10 CBOSI cOOCTBEHA MHMIIMATHBA, J1a U3HUCKA OT
perucTpupaHus B TpeTa CTpaHa MIPOU3BOAUTE 1a C€ MOATI0KU Ha IIPOBEPKA.

IIpoBepkara ce U3BBpIIBA OT UHCIEKTOPH OT IbPKABUTE-UWICHKH, KOUTO IIPUTEKABAT
HeoOxoIMMaTa KBallv Gy Kalus; ChIMTE MOTaT J1a ce MPUAPYXKaBaT OT IO KIa 4l K U
€KCIIEpTH, Ha3HAYE€HH OT MOCOYECHUS KOMHTET. JloKIaabT Ha MHCHOEKTOPUTE Ce
npeaocTaBs Ha pasnosiokeHue Ha Komucusra, nObpkaBUTE-WIEHKA M LUTUPAHUSA
Kommurer.

Ynen 20

1. B cnydaute, B KOUTO KOHTPOJHHUTE OpraHU HJIM KOMIIETCHTHUTE OpraHW Ha JApyra
IbpKaBa-4JIeHKA MOAIBPKAT CTAHOBHINETO, Y€ PETUCTPUPAHUAT HA TEPUTOPUATA HA
OOnmocTTa MPOU3BOAMTENI WM BHOCHUTE]I BEYE HE H3MBIHSABA 3aBIDKCHHSTA,
pernamentupanun B g1 IV ot [JupexruBa 2001/83/EO, chumte wuHpopMupar
He3a0aBHO KomuTera mo JieKapcTBEHUTE MPOAYKTH 3a XyMaHHA ymoTpeda u
Komucusra, kKaro w3naraT MmoapoOHO NMPUYUHHUTE W (POpMyIupaT NMpeaIoKeHHE 3a
NENCTBUS, KOUTO J1a ObAAT IPEeANpUETH.

ChIOTO BaXW W B CIy9aWTe, B KOWUTO JaJicHA JbpkaBa-wicHka miu Komucusra
cdere, 4e MO OTHOIIGHHE Ha CHOTBETHHUS JIEKAPCTBEH MPOIYKT CleaBa aa Oble
NPUJIOKEHA HAKOSI OT Mepkute, npeasuaeHu B jsuoBe |X m Xl or JlupexruBa
2001/83/EO, mim KOraTto MOCOYEHHUST KOMHUTET € IMPEACTAaBHJI CTAaHOBUIIE B TO3H
CMHCHI B CHOTBETCTBUE C WIEH 5 OT HACTOSIIMS PETJIAMEHT.

2. Komucusra u3ncksa ot arcHousATa aa nmpeaoCrtaBu CBOC CTAHOBHUIIC B CPOK, KOMTO

ChlllaTa onpeacist B 3aBUCHUMOCT OT CICINHOCTTA Ha BbBIPOCA, € ONNICH Ha
MMpOYYBAHCTO HAa U3THBKHATHUTC MPHUYHUHH. Koraro ToBa ¢ BB3MOXHO, TUTYJIAPHT HaA
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pa3pelicHHeTO 3a IyCKaHe Ha JIEKAPCTBEHHUs INPOAYKT 3a XyMaHHa ynoTpeba Ha
Imasapa C€ ripuKaHBa KbM IIPEAOCTAaBAHC HA YCTHH UJIM ITUCMCHA 00sICHEHHS.

3. Cnen dopmynupane Ha CTaHOBUIIE OT CTpaHa Ha areHIWsATa, Komucusra mpuema
He0OX0IMMHUTE MPEeIBAPUTEIHU MEPKHU, KaTO TW Mpujara He3a0aBHO.

OKOHUATETHO peIIeHHWEe Ce TMpHeMa B CPOK 0 INeCT Mecela, B CHOTBETCTBHE C
nporieaypara, mocoueHa B wieH 87, maparpad 3.

4. B cny4auTe, KOraro € HaJUIe HEOOXOAMMOCT OT INpeANpueMaHe Ha He3a0aBHU
NEMCTBUS C OIvie]l Ha 3allMTaTa Ha YOBEHIKOTO 3/IpaBe MJIM OKOJHATa cpeia, JajeHa
IbpKaBa-4wieHKa MOXe, 0 CBOs CcOOCTBEHAa HMHMIMATUBA WJIM IO HCKaHE Ha
Komucusra, na cnpe ynorpebara Ha CBOS TEPUTOpUS Ha JIEKAPCTBEH IMPOAYKT 3a
XyMaHHa yrnoTtpe0a, pa3pellieH B CbOTBETCTBUE C HACTOSIIMS PETJIaMEeHT.

Korato nbprkaBara-uiieHKa MpeanpueMa ToBa MO CBOSI COOCTBEHAa HWHHIIMATUBA,
cbiata nHpopmupa KoMucusara u areHimsara 3a IpUUMHUTE 32 TOBA CBOE JAEHCTBHE
Hall-KbCHO Ha cieaBanms pabOTeH JeH CleJ] MPEeyCTaHOBSBAaHETO. AreHUHusTa
uH@opMHUpa He3a0aBHO OCTAHAIUTE IbpkKaBU-wieHKH. Komucusra mnpeampuema
He3a0aBHO M3I'BIHEHUETO Ha MpOoLeaAypara, peiBuieHa B maparpadu 2 u 3.

5. B To3u ciydail, AbpkaBaTta-ujeHKa OCUTypsiBa YCIIOBUs 3a Obp30 HHPOpMUpaAHE HA
CILY)KUTEJIUTE OT CUCTEMAaTa Ha 3[paBEOIa3BaHETO 3a CBOUTE ACHCTBUS U NPUUYUHUTE
3a Te3u JNEHCTBUA. 3a Ta3M L€l MOraT Ja C€ M3IO0J3BAT MPEKUTE, Ch3AJCHH OT
npoecHOHATHUTE cApyXeHus. JlbpkaBute-wieHku uHpopmupar Komucusra un
areHIHMTA 3a IPEAIPUETUTE BB BBIIPOCHATA HACOKA IEH CTBHUSL.

6. MepkuTe mo npeycraHoBsIBaHE, MOCOYEHHU B maparpad 4 mMoraT Aa ocTaHaT B cujia
O MOMEHTa Ha MpHEMaHEeTO Ha OKOHYATEeJHO pEelIleHHE B CBOTBETCTBUE C
mpolieIypara, oco4eHa B wieH 87, maparpad 3.

7. Ilpu mnouckBaHe areHUMsATa HHGOPMHUPA BCAKO 3aMHTEPECOBAHO JMIE 3a
OKOHYATEITHOTO PEIICHHE M MPAaBU PEUICHUETO CH ITYOIMYHO BEJHAra CiieJl HErOBOTO
npueMaHe.

I'naBa 3
DapMaKoJI0rH4Ha OAUTEJTHOCT

Ynen 21

ITo cMuchbia Ha HacTos@TA IMIaBa ce npuJiara uieH 106, maparpad 2 ot Jupekruna
2001/83/EO.

Ynen 22
B TACHO CBTPYIHHYECTBO C HAIMOHAIHHUTE CHCTEeMH 3a (apMaKoJOTHYHA

OmMTENHOCT, ch3daneHu B choTBeTcTBUE ¢ wieH 102 ot Hupexrusa 2001/83/EO,
areHnusATa HabaBs Is1aTa 3HauMMa MHQOpMAIMs OTHOCHO  OYaKBaHHUTE
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HEOJIATONPHUATHU PEAKIINU CIIPSIMO JICKAPCTBEHUTE MPOIYKTH 32 XyMaHHa ymoTpeoa,
paspemenn or OOUHOCTTA MO CUJIaTa Ha HACTOSIIMS peryiaMeHT. B cirydanTe, korato
ToBa € I1enechoOpa3Ho, KoMUTETHT MO IJeKapCTBEHHUTE MPOAYKTH 3a XyMaHHa
yroTpebda MOArOTBS B CHOTBETCTBUE C WIEH 5 OT HACTOSIMS PETIAMEHT CTaHOBUIIA
OTHOCHO HeoOxoaumuTe Mepku. OcurypsiBa ce OOIIECTBEH JCThI 10 Te3U
CTaHOBUIIA.

MepxkuTe, TOCOYSHH B IbpBHsI Maparpad, Morar Ja BKIIOYBAT BHACSHE HA TIPOMCHH B
pa3peIeHNETO 32 THPrOBHS, MPEIOCTaBEHO B ChoTBeTcTBUE ¢ uieH 10. CpumTe ce
IpueMar B ChOTBETCTBHE C IIPOIIeypaTa, IpeIBHIcHA B WwieH 87, maparpad 3.

TuTyasipbT Ha pa3pelIeHUETO 32 ThPrOBUS U KOMIIETEHTHUTE OPTaHU Ha Jbp KaBUTE-
WIEHKW OCHUTYpsIBaT YCIOBHsI 3a TOBa, IsilaTa 3HauMMa HHQOpMAIus OTHOCHO
OYaKBAHHUTE HEONArONMPHUATHU pEaKIHU CHOpPSAMO pa3pelleHUTe M0 CcujlaTa Ha
HAaCTOSILMS PENNIAMEHT JIEKAPCTBEHU IPOAYKTH Aa ObJe MpeAcTaBeHa HA BHUMAaHUETO
Ha areHuusTa B CBOTBETCTBUE C pa3nopeAdUTe Ha HACTOSLMS PpErJIaMeHT.
[TanmenTuTe ce HachbpuyaBaT Ja YyBEIOMsBAaT CIYXKHTEIUTEe OT cHUCTeMaTa Ha
3/IpaBEOIa3BaHETO 32 HEOIATONPUATHUTE PEAKLIUH.

Ynen 23

TuTynsipbT Ha pa3pemieHHe 3a JIEKAPCTBEH TMPOIYKT 3a XyMaHHa yIoTpeoa,
MPEIOCTaBEHO B CHOTBETCTBUE C Pa3nopeA0UTe Ha HACTOSIMS PETJIaMEHT, pa3moiara
HEIMPEKbCHATO U TI0 BCSIKO BPEME C JIMIIE C MOAXOIIA KBAIU (PHKAIIKS, OTTOBAPSIIO
3a (apMaKoJIOTHYHATA OTUTEITHOCT.

BobrnpocHoTo kBanmupuuupano nuie npebuBaBa Ha TepuTopusATa Ha OOIHOCTTa H
HOCH OTTOBOPHOCT 3a:

a) CBb3/aBaHETO W TOJIBPKAHETO Ha CHUCTEMa, OCUTypsiBalla CHOMPAHETO,
OIICHSIBAHETO M OOeAWHSBAHETO Ha WHQGOpPMAIMATa OTHOCHO BCHUYKH OYaKBaHU
HEONarONpHUATHU PEaKINu, ChOOIIEHN Ha MepcoHana Ha ¢upMara U MEAUIMHCKUTE
CIIY)KUTENIU, TI0 HAYWH, KOWTO OCHUTYpsBa BB3MOXKHOCT 3a HEWHOTO OIICHSBAaHE B
JaJieHa Touka Ha Teputopusara Ha OOumHoCTTA;

0) U3rOTBSHETO Ha JIOKIAJAUTE, TOCOYEHH B wieH 24, maparpad 3, 3a KOMIETEHTHUTE
OpraHd Ha Jbp)KaBUTE-WIEHKA M areHIMsATa B CHOTBETCTBUE C HM3UCKBAHUATA OT
HAaCTOSLIMS PEIIaAMEHT;

B) TrapaHIIMM, Y€ BCSKO MCKaHE Ha KOMIIETEHTHUTE OpPraHH 3a OCUTYpsABaHE Ha
JOMBTHUTEHA WHQPOpPMAIIUs, BKIIOYUTEIIHO OCUTYpsiBaHE Ha WH(pOpMAIUs 3a odema
Ha TpoJaxOuTe WM Opos Ha pEUeNTUTe, M3JAJCHH 3a CHOTBETHHUS JIEKAPCTBEH
NPOJYKT, HeoOXoIuMa 3a IeNMTe Ha OIleHKaTa Ha pUCKa U TMoj3ara 3a JajieH
JIeKapCTBEH MPOAYKT, OJydaBa ITbJIeH U Obp3 OTTOBOD;

F) OpcaoCTaBAHCTO Ha KOMIICTCHTHUTC OpraHW Ha BCAKa Jpyra I/IH(I)OpMaI_[I/ISI,
OTHAacdIa €€ N0 OLCHKATAa Ha pUCKa W I10JI13aTa 3a AaJCH JICKApPCTBCH HNPOAYKT, I10-
CIiIeouaJIHO I/IH(l)OpMaLII/IHTa, Kacaclla H3CJICABaHHUATa 3a 6C3BpeI[HOCTTa B 1mi€puoga
CJICH N31aBaHCTO HAa CbOTBCTHOTO PA3pCUICHUC.
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Ynen 24

1. TutynapbT Ha pa3pelieHHeTO 3a ThPrOBHUS C JIEKAPCTBEH MPOJYKT 32 XyMaHHA
ynorpeba OCHUTypsiBa YCIOBUS 3a JOKyMEHTHpaHE Ha CBHOOLICHMSTA 3a BCHUYKU
Ha0JI0aBaHU Ha TepuTopusta Ha OOUHOCTTAa M CBEJEHH 10 HETOBOTO BHUMAHUE OT
CIIyKUTEI OT CHUCTeMara Ha 3[paBeONa3BaHETO MpEeANoNaraéMu CEpUO3HU
HEOJNIAarONpHUSATHU pEaKUMU CHOpSIMO JaJieH JIEKapCTBEH IpPOAYKT, pa3pelieH B
CBHOTBETCTBUE C HACTOSIWMSA PEIVIAMEHT, Ha IbPKaBUTE-UICHKU, HA YUATO TEPUTOPUS
€ BBb3HUKHAJ BBIIPOCHUAT MHLMACHT, HE MIO-KbCHO OT 15 IHM ciel MojaydyaBaHETO Ha
BBIIPOCHATa UHPOpMAIUS.

TuTynspbT Ha pa3pelIeHUETO 3a THPIoBUS JOKYMEHTHpPA BCHYKH JIPYTd
HaOmoaBaHu Ha Teputopusata Ha OONMHOCTTa MpeanoiaraéMd  CEpUO3HU
HEOJaronpusTHU peaklMH, 3a KOUTO € Pa3yMHO Ja C€ IPEAINOJIOKU, Y€ TOH e
uH(OpMUpaH, B ChOTBETCTBUE C MpaBUjaTa, IUTUPAHU B WieH 26, 1 HOTU(ULIHpA 32
TOBA CIEIHO, HE IIO-KbCHO OT 15 1HM cieq IMojgy4aBaHETO Ha BBIPOCHATA
uHdopMaIus, KOMIETCHTHUTE OPraHy Ha JIbpXKABUTE-WIEHKH, HAa YUATO TEPUTOPHUS €
BB3HHUKHAJI CBOTBCTHHUA MHIITUJACHT, U arCHIIUATA.

2. TUTynApBT Ha pa3pelicHUETO 3a THPrOBUS C JICKAPCTBEH MPOAYKT 338 XyMaHHA
ynorpeba OCHUTypsiBa YCIOBUs 3a OBpP30TO, HE TMO-KbCHO OT 15 1HU ciex
IMOJIy4aBaHCTO Ha CbOTBCTHATA I/IHCI)OpMaHI/IH, YBEAOMABAHEC HAa ABPKABUTC-YJICHKA U
areHIMATa 3a BCHUYKM MPEINOojaraéMd CEpHO3HU HEOYaKBaHU HeOIAronpHsITHU
pCaku U BCUYKM NPCAIOJIaracMm Ciiydan Ha NpeaaBaHC Ha I/IH(i)eKL[I/IO3HI/I arcHTHu
4pe3 JaJIeH JICKAPCTBEH IPOJYKT, HAOJIIOJaBaHU Ha TEPUTOPUATA Ha TpeTa CTpaHa.
Pasnopenoute, kacaeny yBeIOMSIBAaHETO 32 CEPUO3HUTE MPENOIaracMu HEOYaKBaHH
HEeOIaronpusITHU PEaKIHH, KOUTO HE Ca CEPUO3HHU, HE3aBHCUMO OT TOBA JIAJIU CHILUTE
HACTBIIBAT Ha TepuUTOpUsATa Ha OOIHOCTTA WM HA TEPUTOPHUATA Ha TpETa CTpaHa, ce
npremMar B ChOTBETCTBHE C MPOIeaypaTa, ocoYeHa B wieH 87, maparpad 2.

OcBeH KOrato ca HaJWIe W3KIIOYUTEIHH OOCTOSATENCTBA, HWH(pOpMAaIuiITa 3a
BBIIPOCHUTE PEAKIMU CE MoJaBa IO EJIEeKTPOHEH IbT moJ (opmaTa Ha JOKIa] B
CBHOTBETCTBUE C IIpaBUJIaTa, IOCOYEHU B 4UJICH 26.

3. TuTynapbT Ha pa3pelieHUETO 3a THPIOBHS C JICKAPCTBEH IPOAYKT 32 XyMaHHa
ynoTpeba MoJybp’ka MOApOoOHA JOKYMEHTAlWs 3a BCHUYKU I[pEAojaracMu
HEeOJaronpusATHU peakuud, HaOJIr01aBaHU Ha TEPUTOPUSTA WM U3BBH TEPUTOPHSATA
Ha OOIHOCTTA, 32 KOUTO CHIMT OMBA YBEIOMSBAH OT CIY)KHUTEIU OT CUCTEMaTa Ha
3/IpaBEOIa3BaHETO.

OcBeH ako B KauecTBOTO Ha YCJIOBHE 3a IPENOCTAaBSIHE HA Pa3pelleHUEe 3a ThPrOBUs
or OOumocrra He ca OWIM TpensBeHH JApPYyrd U3UCKBAaHUS, BBIPOCHATA
JOKYMEHTAIIUs ce MPEeIOCTaBs Ha areHLMsATa U Ibp)KaBUTe-4JIeHKH Mo (opmaTa Ha
NEPUOJUYHO AKTyalM3UpaH JOKIaJ] 3a O0e3BPEIHOCTTA, BEIAHAra cjel] KaTro ChIMUTE
3asBSIT TOBA WJIM Hal-MalKo BEAHBHK Ha BCEKHM IIECT Mecela B IEpHuoja MEXIy
IPEJOCTaBAHETO Ha pas3pelleHHeTo M IMycKaHeTo Ha mnaszapa. [lepmoanyno
aKTyalIM3UpaHUTE JIOKIAAN 3a Oe3BPEIHOCT Ce€ MPEJOCTaBAT CHIIO Taka He3abaBHO,
IpY MOMCKBAHE WM Hal-MaJKoO BEJAHBHK Ha BCEKH ILIECT Mecela Mpe3 IBbPBUTE JBE
TOJIMHU CJiel MIbPBOHAYAIHOTO IyCKaHe Ha maszapa Ha OONIHOCTTa U BEIHBK B
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roguHara mpe3 ciacaABalyTe ABC T'OAHWHH. C.HGI[ TOBAa AOKIAAUTC CC IMPCACTABAT
BCJIHDBX HAa BCCKM TPU I'OAWHN HUJIM BE€AHAara CJIC/ MMoJIydYaBaHC Ha MCKaHEC 3a TOBA.

JloknaguTe ce MpuapyKaBaT OT HaydyHa OLEHKA, MO-CIEeNMAIHO 32 ChOTHOIICHUETO
MEXIy PUCKa U T0JI3aTa 32 CbOTBETHHSI JICKAPCTBEH MPOJIYKT.

4. Komucusita MOXe Ja YCTAaHOBU pasnopenou 3a m3MeHeHue Ha naparpad 3 ¢ orien
Ha OMHUTA, IPUIOOHT B IIpoIleca Ha HeifHOTO npuiarane. Komucusra mpruema mogo0Hu
pasnopendu B ChOTBETCTBUE C MpOIeAypaTa, MocoueHa B uieH 87, maparpad 2.

5. TutynspbsT Ha pa3pelieHue 3a THPTOBUSA HE MOXKeE Ja MpeicTaBs uHQopmanusTa,
Kacaemia mpoOneMuTe Ha (apMakoJOTMYHATa OIUTETHOCT MO OTHOIICHHWE Ha CBOS
JIEKApCTBEH TMPOAYKT, TOJY4UJI pa3pelieHue, Ha BHHUMAHHMETO Ha I[IMpPOKaTa
oOmiecTBeHOCT, 0€3 J]a yBEIOMU IPEIBAPUTENIHO MU €IHOBPEMEHHO areHIMsTa 3a
TOBA.

BbB BcHUKM cliydan THUTY/ISIPBT Ha pa3spelIeHUETO 32 THPTOBHS OCUTYpsIBA YCIOBHS 3a
O00EKTHBHO M HEMOJBEXKAAIIO MPEACTaBsIHE Ha BBIIPOCHATA HH(POPMALHSL

I[’Bp)I(aBI/ITe-LIJ'IeHKI/I npeanpuemar HCO6XO)II/IMI/ITC MCPKHU 3a HaJlaraHC Ha C(l)eKTI/IBHI/I,
CbOTBCTHU M BB3MHUPAII CAHKIIUKW HAa BCCKHU TUTYJISP HA pPaspCUICHUC 3a TbhbPIroOBUA,
KOMTO HE M3IBIHSIBA TOPCIMOCOYCHUTE CBOX 3aABJIDKCHHU A.

Ynen 25

Bcsika nbpkaBa-uleHKa TrapaHTHpa OBp30TO, HE MO-KbCHO OT 15 gaHu crien
NoJlydaBaHe Ha CHOTBETHAaTa HHGOpMAIUs, IOKYMEHTHpAaHE M YBEAOMsBaHE Ha
areHIUATa U TUTYISApa Ha pa3pelIeHUEeTO 3a THProBHs 32 BCUUKU IPOSBMUIM C€ HA
HElHAa TEpPUTOpUsSI U CBEACHM 1O HEWHOTO BHUMAHHME IPENIOIATAEMU CEPHO3HU
HEeOJIaronpuUsITHU PEAKLUU CTIPSAMO J1a/IEH JIEKAapCTBEH MPOIYKT 3a XyMaHHa yrnorpeoa,
paspelleH B CbOTBETCTBUE C HACTOAIIMS PETTIAMEHT.

AreHnusITa U3MpaIia HHPOP MALKATA IO HAIMOHATTHUTE CUCTEMH 32 (papMaKOJIOTHIH &
OIMUTEIHOCT, Ch3/1aJieH! B ChoTBEeTCTBUE ¢ WieH 102 ot JupekruBa 2001/83/EO.

Ynen 26

B pamkuTe Ha KOHCYNITAlMH C areHIHATA, IbPKABUTE-UWICHKA M 3aUHTEPECOBAHUTE
ctpanu, Komucusra pa3paboTBa phKOBOJICTBO OTHOCHO CHOMpaHETo, MpoBepKaTa Ha
JIOCTOBEPHOCTTA U TPEACTABSHETO Ha CBEJCHHUATA 3a HEOIAroNmpUSTHUTE PEaKIINU.
Tesu mpaBuia CBABPKAT TMO-CIEIUATHO TPEMOPHKM OTHOCHO HAYMHUTE 34
choOIaBaHe Ha MHMOPMANIHATA 32 HEOJIArONMPUATHUTE PEaKI[UH, KOUTO Ca B 1OJI3a Ha
CIIY)KUTEIUTE OT CHCTEMaTa Ha 3[JpaBeoIa3BaHeTo.

B choTBeTcTBHE € TE3UW PHKOBOJCTBA TUTYISAPUTE HA pa3pelleHHs 3a THPrOBHS Ce
3aab/DKaBaT Ja OopaBiT C BB3MpUETaTa B MEXKIYyHAPOJCH Mamad MeIuIMHCKa
TEPMUHOJIOTHS 32 IEJIMTE Ha IPENAaBaHETO Ha CBEJCHHATA 332 HEOIarompusTHUTE

peaKIuH.
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B pamkuTe Ha KOHCYATaMM C Ibp)KaBUTE-wiIeHKH U Komucusara areHIusTa ch3aaBa
Mpeka 3a 00paboTKa Ha JaHHUTE C orie] Ha Obp30TO MpeAaBaHe HAa MHQopManusaTa
Ha KOMITIETEHTHUTE opranu Ha OOIHOCTTa B cilydail Ha KpU3HCHA CUTYallMsl 10 pajiu
HEKauyeCTBEHO MPOM3BO/ICTBO, CEPUO3HN HEOIATONPUATHU PEAKIIUN U APYTH CBBP3aHU
¢ (QapmakojoruyHaTa OJUTETHOCT JAHHM, Kacaellld JICKApCTBEHUTE HPOIYKTH,
paspemieHM B cboTBeTcTBHE ¢ wieH 6 ot [Jupekrusa 2001/83/EO. Ilo
11eJIeChOOPa3HOCT, CJell U3BBPIIBAHETO HA OLICHKA, CE€ OCUTYpsBAa MYOIMYECH JOCTBII
IO TTOAO0HM JaHHHU.

B cpox oT mer roauHu ciel MbpBOHAYAIHOTO IycKaHEe Ha Masapa Ha OOumocrTTa
areHIMATa MOJKE J1a TIOMCKAa OT TUTYJSpa Ha pa3pellieHUeTo 3a THPTOBHS Ja chOepe
CBBp3aHU C (apMaKoJIOTMyHaTa OJMTENHOCT cHenu(UUHUM JaHHK B paMKUTE Ha
Ha6J'IIO)I€HI/IH Ha OCJICBU I'PYIMH OT MALIMCHTH. AFCHHI/ISITa IMoCo4YBa NPUYMHHTE 3a TOBA
CBOE WCKaHe. TUTYIApBT Ha pa3pelieHHEeTO 3a THPrOBHS CpaBHSABA M OICHSBA
C"b6paHI/ITe JaHHU U T MTPCAOCTAaBs HAa arCHIUATA 3a U3BBPIIBAHC HA OLICHKA.

Ynen 27

AreHIUsTa OCHIIECTBSABA CHTPYIHUYECTBO Chbc CBETOBHATA 3[[paBHA OpPraHU3ALMs 110
BBIPOCUTE Ha MEXIyHapoaHaTa (apMakoJIOTMYyHA OIUTENHOCT U MpeArpuemMa
HEOOXOMMUTE JEWCTBUS 3a EKCHEAUTHMBHOTO IMpPEAOCTaBsSHE Ha ChlaTa Ha
NOAXOAAINAa W JocTaTbyHa IO o0eM HH@opMalus OTHOCHO NPEIIpPUETUTE B
O6umocTTa MEpKM, KOUTO MOraT Ja OKaKaT BIMSHHME BBPXY OOILIECTBEHOTO
3[paBeorna3BaHe B TPETU CTPAHM; areHLMATA U3Ipal@ KOMUsA OT WHGopMaIusiTa 10
Komucusra u 1bpkaBUTE-4ICHKH.

Ynen 28

AreHIUsTa W KOMIIETEHTHUTE OpPraHW Ha Ibp)KaBUTE-WIEHKM CH CHTPYIHHUYAT,
BKITIOYUTEITHO Ype3 MpUjIaraHe Ha CbBMECTHH TOAXO/M, C OTJIe]] Ha HEMPEKbCHATOTO
paspaboTBaHe Ha cucTeMH 3a (papMakoJorMyHa OIUTETHOCT, KOUTO MOTaT Ja
peanu3upaT BUCOKM CTaHAAPTH Ha OOIIECTBEHO 3/paBeONa3BaHE MO OTHOIICHUE Ha
BCHYKU JICKAPCTBEHU IPOJYKTH, HE3aBHCHMO OT HAUMHHTE 3a pa3peliaBaHe Ha
NPOAYKTHTE, TPU MAKCUMAIHO OIOJ30TBOPSBAHE HA HATUYHUTE PECYypCH B
OOmmocrTa.

Ynen 29
Besiko u3MeHeHHE, KOETO MOXKE Ja Ce OKake HeoOXOJMMO 3a aKTyaln3upaHe Ha
pa3nopenOuTe OT HACTOSIATa IJlaBa B CBETJIMHATA HA IMOCTHIXKEHUSATA Ha HAYJHO-
TEXHUYECKHSI TIPOTPEC, Ce MPHeMa B ChOTBETCTBHUE C MPOIIEAypaTa, MOCOYCHa B UICH
87, maparpad 2.

JSIT 1

N3JABAHE HA PASPEIHIEHUWSA 3A BETEPUHAPHU JIEKAPCTBEHHU
INPOAYKTH U KOHTPOJI BbPXY TAX
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I'maBa 1
IlopaBane u pa3sriieskaaHe HA 3asiBJICHUSI - pa3pe e HUSA
Ynen 30

1. Ce3naBa ce KomuTeT mo JiekapCTBEHUTE HPOAYKTH 3a BETEPUHApHA ymoTpeoda.
KoMHUTeTBhT pencTaBIisiBa 4acT OT areHIHSITA.

2. be3 nma ce HapymaBaT wieH 56 WM Ipyrd 3aJadd, KOUTO 3aKOHOAATEICTBOTO Ha
O6mmocTTa MOXXKe Ja BB3I0kH Ha KomHuTeTa 1O JIGKapCTBEHHTE IPOIYKTH 3a
BeTepHHapHa ymnorpeba, mo-cnenuanHo cwkrmacHo Permament (EMO) Ne 2377/90"7,
KoMuUTeTsT HOCH OTTOBOPHOCT 3a HM3TOTBSHE HAa CTAaHOBHINATA HA areHIUATa II0
BCUYKH BBIIPOCH, Kacaell MPHEMIMBOCTTa Ha JOCHETaTa, NpPEICTaBeHH B
CBHOTBETCTBHE C IIEHTpAIM3UpaHaTa MpoLeaypa, IPeAOCTaBsIHETO, IpOMsIHATa,
BPEMEHHOTO IIPEYCTAHOBSABAHE HA JICHCTBUETO WJIM OTTETNITHETO HA pa3pelieHHUTa 3a
NyCKaHe Ha BETEPUHAPHH JICKAPCTBEHU MPOJIYKTH Ha Ta3apa B CHOTBETCTBHE C
pasnopendouTe OT HACTOSIIMS JIUT U (papMaKOJIOTUYHATA OJUTETHOCT.

3. Ilo uckaHe Ha M3MBIHUTENHUS AUPEKTOP HA areHIUATa WIIA MPEICTaBUTENs Ha
Komucusita KoMuTeTHT TO JIGKAPCTBEHWTE MPOIYKTH 32 BETEepHHapHa Yyrmorpeda
W3rOTBS M CTAHOBHUINA MO BCHYKU BBIIPOCH OT HAYYHO €CTECTBO, Kacacllld OLEHKATa
Ha BeTEpPUHApPHUTE JIEKapCTBeHW Mponayktu. Kommcusta otnens mnomo6aBaiio
BHUMAHUC Ha OTHPABCHUTC OT AbpPKABUTC-WICHKM HCKAHUA 3a IMMPCACTAaBAHC Ha
cranoBuiia. Ocsen ToBa Komucusra gopmynupa cTaHOBHINE BbB BCHUKU CITydau, B
KOUTO € HaJMILE Pa3HOITIaCue B OLIEHKATA HA BETEPUHAPHUTE JIEKAPCTBEHU IPOIYKTH
B PaMKHTE Ha MpoIieypara 3a B3auMHO TIpu3HaBaHe. OcUrypsiBa ce myOinudeH JOCThIT
JI0 CTAHOBUIIETO HA KOMUTETA.

Ynen 31

1. Besko 3asBieHHe 3a paspeliaBaHe 3a JIEKapCcTBEH MPOIYKT 3a BETEpHHApHA
yroTpeda ChIbpKa KOHKPETHO M M3YEPIATEITHO JAHHUTE M JTOKYMEHTHUTE, IOCOUYCHU
B wieH, naparpad 12, maparpad 3, unenore 13, 13a, 136 u 14 ot npunoxenue | kbM
HupextuBa 2001/82/EO. BwnpocHuTe DaHHM W JOKYMEHTH Ca CHOOpa3eHH ChbC
crnenrduaHoTo 32 OOIMHOCTTA ECTECTBO Ha 3asBJICHUSATA 32 W3/IaBaHE HA pa3peIICHUs
U TpeanoiiaraT, OCB€H B H3KIIOYUTEIHHUTE CIIydaW, CBBP3aHU C IPUJIATAaHETO Ha
3aKOHOJIATEJICTBOTO MO OTHOIICHWE HAa THPTOBCKUTE MapKd, MO30BaBaHE Ha €IHO
€JIMHCTBEHO HAMMEHOBAHME 32 ChOTBETHHU S JICKAPCTBEH ITPOIYKT.

3asBICHUETO CE npuapyxaBa OT TakKCa B pasMEp, KOATO CJICABA Oa CC IIJIATU Ha
arc¢HIusATa 3a pasriaCKIaHe Ha 3aABJICHHUCTO.

1" Permament (EMO) Ne 2377/90 na Cheta oT 26 tonu 1990 r. 3a YCTaHOBsIBaHE Ha Mpoleaypa Ha
OOIIHOCTTa 3a oOmpejeisHE Ha MaKCHMAJHO JAONYCTUMH TIpaHMLM HAa OCTATHYHM BEIIECTBAa OT
BEeTCpHHAPHOMEIUIIMHCKHY MPEmapaTH B XpaHUTE OT KUBOTHHCKH mpomsxonx (OB L 224, 18.8.1990 r.,
ctp. 1). Permament, nociemno m3menen ¢ Pernmament (EO) Ne 1029/2003 na Komucusita (OB L 149,
17.6.2003 r., cp. 15).
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2. B cnyuail Ha BeTepuHApHU JICKAPCTBEHH MPOJYKTH, ChABPKALIM UIIH CHCTOSIIIM CE
OT T€HETUYHO MOAW(UUUPAHU OPraHU3MHU MO CMHUCHJIA Ha wieH 2 oT [lupekruna
2001/18/EO, 3asBI€HUETO CEe MPHUAPYKaBa OT:

a) KOmMe OT MHUCMEHOTO ChIVIACHE Ha KOMIICTEHTHUTE OpraHW 3a CH3HATEITHO
O0CBOOOXKIaBaHE B OKOJHATAa cpela Ha TCHETHMYHO MOMU(GUIMPAHA OPTraHU3MHU 3a
HAYYHO-M3CIICIOBATEIICKH LIEJH, B CIy9anTe KOTaTo TOBA € MPEABUACHO B 4acT b oT
Hupexrupa 2001/18/EO unu gact b ot Jupexrusa 90/220/EMO na ChBera;

0) mbIHATA TEXHUYECKA JOKYMEHTAIUs, OCHTYpsBalia WH(opManusaTa, H3MCKBaHA B
npunoxxenus |l u IV xem upexrusa 2001/18/EO;

B) OI[EHKaTa 3a pUCKa 32 OKOJHATA Cpeia B ChOTBETCTBUE C MPUHIMITUTE, U3I0KECHH B
npunoxenue |l kem Iupexrusa 2001/18/EO;

T) pe3y/ITaTUTE OT IPOYYBAHUATA, U3BBPLICHU C HAYYH U UM Pa3BOWHU LIEJH.

UnenoBe 13 no 24 or Hupekrua 2001/18/EO He ce mpuiaraT mo OTHOIIEHHWE Ha
BETEPUHAPHU JIEKAPCTBEHH MPOIYKTH, CHIABPKAIIM FIJIA CHCTOSIIM CE OT TCHETUYHO
Moau(pUIIMpaHU OPTaHU3MHU.

3. ATeHIMATa OCUTYpsiBa, CTAHOBHUIIETO Ha KommuTeTa 1Mo JIEKapCTBEHHUTE MPOYKTH
3a BeTepuHapHa ymoTpeba na Obae mpeaocTaBsHo B cpok a0 210 guu cnen
[I0JIy4aBaHETO Ha BAJIUJIHO 3asIBJICHUE.

[Ilo ce oTHacs 10 BETEPUHAPHHUTE JIEKAPCTBEHU MPOIYKTU, CHIABPKAIM WIH
CHCTOSIIIM C€ OT TEHETUYHO MOAU(PUIIMPAHU OPTAHU3MH, CTAHOBUIIETO HA TOCOYCHUS
KOMHUTET TpsiOBa J1a Ob/Ie CHOOpa3eHO C M3MCKBAHUATA 32 CKOJOTHYHA OE3BPEAHOCT,
npensuaenu B JupexruBa 2001/18/EO. B mpolieca Ha oreHKaTa Ha 3asBJICHUSATA 3a
NpUA00MBaHE HA pa3pellieHUs 3a ThPTOBHS 32 BETCPUHAPHU JICKAPCTBEHU TMPOIYKTH,
CHIBpXKALUM WM CHCTOSIIM C€ OT TEeHETUYHO MOAU(PUIMPAHU OpraHU3MH,
JOKIAMYMKBT TMPOBEXKIA HEOOXOMMMHUTE KOHCYATALIMU C OPraHUTe, YU4pPEIACHH OT
OO0mHOCTTa WA OT ABP)KAaBUTE-WICHKH B choTBeTcTBUE ¢ Jupekrua 2001/18/EO.

4. B pamkuTe Ha KOHCYITAllUM C arcHIUATA, JbPKABUTE-UJICHKM U 3auHTEpe-
coBaHute crpaHu Komucusita nu3rorsst noJpoOHO pbKOBOJCTBO OTHOCHO (opmara, B
KOATO clieiBa J1a ObAaT NPeACTaBEH!U 3asBJICHUITA 3a IPUA00MBaHE Ha pa3pelleHusl.

Ynen 32

1. 3a OeIUTC Ha U3roTBAHCTO HAa CBOCTO CTAHOBUIIIC KoMuteTsT 1O JICKAPCTBCHUTC
MPOJYKTHU 3a BETepUHApHa yroTpeda:

a) IpoBepsIBa, JAJIM JAHHUTE U JOKYMEHTHUTE, IPEACTAaBEHU B ChOTBETCTBHE C WieH 31
ca cpoOpaseHu ¢ wusuckBanusta ot JlupekruBa 2001/82/EO um mpoBepsBa pamu
IPEIBUACHUTE B HACTOALIMS PEMIAMEHT YCIOBHS 3a IIPENOCTABSHE HA pa3peLICHUE 3a
TBPTOBHUSI Ca CHA3eHU;

0) Moxe na moucka JjaGoparopus 3a oQuIIMaleH JEeKapCTBEH KOHTPOJ WU
naboparopus, IOCOYEHa OT JaJeHa Jbp)KaBa-wieHKa 3a ChI@TAa e, Ja HU3MIUTa
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BETEPUHAPHUS JIEKAPCTBEH MPOAYKT, U3XOJAHUTE MaTEpUaI 3a HETOBOTO MOJIydaBaHe
U aKo TOBa € HeoOXOJMMO, MEXIUHHUTE MPOIYKTH IPU HETOBOTO IMOJy4aBaHE WU
JIpYyTH CbCTaBHM HETOBM KOMIIOHEHTH, 3a LEeJIUTe Ha MNpUJI0OMBAaHETO Ha
JI0Ka3aTeJICTBAa 3a YAOBJIETBOPUTEIHOCTTa Ha IPUJIATAHUTE OT MPOU3BOAUTENS U
ONMCAaHU B IOKYMEHTHTE KbM 3aBJICHUETO METOJIU 3a KOHTPOJ;

B) MOXe Ja ce o0bpHEe KbM pedepeHTHaA adopaTopus Ha OOmHOCTTA, OPUIIHATTHA
naboparopusi 3a JIEKApCTBEH KOHTPOJ HIIM JIaDOpaTopHsi, MOCOYEHA OT JajieHa
JbpKaBa-dJicHKa 3a ChIara Iie)l, ¢ UCKaHE 3a YIOCTOBEpSBaHE, Bb3 OCHOBA Ha
OCHTYPEHHU OT 3asBHUTEIS MPOOH, Y€ MPEIOKEHUST 110 CMUCHIIAa HA BTOPO THUPE OT
ynen 12, maparpa¢ 3, 6ykBa k) oT JupexkruBa 2001/82/EO ot 3asBuTENs METON 32
71a00paTOpPHO OTKPUBAHE € YAOBJICTBOPUTEIICH M IMOAXOISAII 32 IPHJIaraHe BbB BPb3Ka
C JOKa3BaHETO HAJIMYMETO Ha OCTAThYHHM BEIIECTBA, OCOOCHO Ha KOJIUYECTBA,
MPEBUINABAN MAaKCUMAIHHUTE JOMYCTHMH CTOMHOCTH Ha OCTaThYHUTE BEIIECTBA,

npuero oT OOImHOCTTa B CHOTBETCTBUE C pasmopenoute Ha Permament (EMO) Ne
2377/90;

r) MOXe Ja ce OObpHE KbM 3asBUTENISI C MCKaHE 3a OCUTypsBaHE Ha JAaHHMUTE,
npUApyXKaBalld 3asBJIECHUETO, B OMNpPENEIeH 3a TOBAa CpoK. B ciywyante, B KOUTO
IIOCOYEHUSAT KOMUTET C€ BB3I0JI3BA OT Ta3U CBOSI BB3MOXKHOCT, CPOKBT, IPEIABUJICH B
nbpBa anuHes: oT wieH 31, maparpad 3, crupa na Tede A0 MOMEHTa, B KOMTO Oble
NoJIydeHa JONBJIHUTETHO MoucKaHata HWHGpopMmanus. [lo aHanormyeH Ha4MH, OT
BBIIPOCHUS CPOK CE€ IIPUCIAZA BPEMETO, IIPEIOCTABEHO HA 3asIBUTEINS 3a MOJAIOTBSIHE
HA HETOBUTE YCTHU WJIM TUCMEHHU OOSICHEHU .

2. B caydanTe, B KOUTO aHATUTAYHUSIT METOJ HE € O OOEKT Ha MpPOBEpPKa OT HSIKOS
OT TOPEUUTHUPAHUTE JIADOPATOPUU IO CMHUCHIA Ha MPOLEAYPUTE, BBBEICHU C
Pernament (EMO) Ne 2377/90, mpoBepkarta ce U3BbpINBa B PAMKUTE Ha pa3nopenonuTe
Ha HACTOSIIMS YJIeH.

Ynen 33

1. IIpu nmosnyyaBaHe Ha MUCMEHO KMckaHe OoT KomuTeTa mo jeKapcTBEHUTE MPOIYKTH
3a BeTepUHapHa ynorpeda OT JaJeHa [AbpXKaBa-wieHKa IIOCieIHaTa U3Ipala
uHdopMaIuATa, KaTo MPUBEXKIA JI0Ka3aTeJICTBA B M0J13a HA TOBA, Y€ MPOU3BOAUTEIIAT
Ha BETEPUHAPHUS JIEKAPCTBEH MPOIYKT HJIM BHOCUTEISAT Ha MPOJAYKTa OT TpeTra
CTpaHa € B CbCTOSHUE J]a IIPOU3BEJE CbOTBETHUS BETEPUHAPEH JICKAPCTBEH IPOAYKT
U/WIIH ]2 IPOBeJIe HEOOXOIMMUTE KOHTPOJIHU U3MUTBAHMS B ChOTBETCTBHUE C JAHHUTE
Y JTOKYMEHTHTE, IPEIOCTAaBEHU B U3IIbIIHEHUE HA ujieH 31.

2. Koraro cdere ToBa 3a HEOOXOAUMO C IIeNl Pa3MISKIAHETO HA JAaJCHO 3asBICHUE,
IIOCOYEHUAT KOMHUTET MOXKE Ja MOUCKa OT 3asBUTENS Ja MpPeJocTaBU OOEKTa CH 3a
IIPOM3BOJICTBO HA BETEPUHAPHMUS JIEKAPCTBEH MPOAYKT 3a U3BBPIIBAHE HA CIELMAIHA
npoBepka. [TonoOHM TpoBepKku Morar aa He ObaaT o0sBSBAaHU IPEABAPUTEIHO.

[IpoBepkaTa ce U3BBpLIBA B pAMKUTE Ha CpOKa, peaBuJieH B wieH 31, maparpad 3,
aIMHEs IIbPBA, OT MHCIEKTOPU OT JIbpiKaBaTa-wICHKa, MPUTEXaBallM MOJXOAsINA
KBaIU(UKaUs; ChUMTE MoOTaT Ja ObJaT MNPUAPYKEHH OT JOKIAJUUK HIIHU
CIELUATIUCT, ONPEAEIIEH OT IOCOYEHUS KOMUTET.
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Ynen 34

1. Arenuusra uHpopMupa He3a0aBHO 3asBUTENS, aKO cTaHOBHUIIETO Ha Komurera no
JIEKApCTBEHUTE POJIYKTH 3a BETEpUHApPHA yoTpeda 1iacu, 4e:

a) 3adBJICHUCTO HEC YIAOBJICTBOPABA KPUTCPHUHUTC 34 HU3AABAHC Ha Pa3pClICHHC,
ChABbpPKalM CC B HACTOAIMA PCTIIAMCHT,

0) 00001IEHNETO HA XapaKTEpPUCTUKUTE Ha MPOAYKTa, ClIe/[Ba a CE IPOMEHH;

B) €TUKETUTE HMJIM JIMCTOBKATA C YITBTBAHUS B OITAKOBKATA Ha MPOJYKTa HE OTIOBAPST
Ha usuckBanusTa ot A1 V ot Jupekrusa 2001/82/EO;

T) pa3pelieHHeTo CIe/Ba Ja e MPEeI0CTaBH PH Clla3BaHe Ha YCIIOBHSATA, IPESIBHICHH
B wieH 39, maparpad 7.

2. B cpok mo 15 gHuM cren monydaBaHe Ha CTaHOBUINETO, MMOCOYEHO B maparpad 1,
3asBUTEIISAT MOXKE J1a OTIPABU JI0 areHIHUATa MUCMEHO YBEJIOMIICHHE, e OU Kelal Jaa
MOMCKa MpepasriekIaHe Ha CTAHOBUILETO. B To3M ciyyail 3asBUTENAT M3Mpam@ Ha
areHusTa moApoOHAa aprymMaHTalus 3a HCKaHETO CH B cpok 1o 60 mHuU cien
MOJTy4aBaHETO Ha CbOTBETHOTO CTAaHOBUIIIE.

B cpoxk 10 60 qHu cien mosiyyaBaHETO Ha apryMEHTALUATA 32 UCKAHETO ITOCOUYEHUST
KOMHUTET IIPEPA3IIICK A CBOETO CTAHOBUILE B CHOTBETCTBUE C YCIOBUSITA, U3JI0KEHU B
oT wieH 62, maparpad 1, aimHes derBbpTa. KBM OKOHYATEIIHOTO CTAHOBUIIE CE€
npujlaraT OCHOBAHUATA 32 HAIPABEHOTO 3aKIIIOUEHHUE.

3. B cpok 1o 15 nHu ciex HEroBOTO MPUEMAHE areHIMsATa U3Mpama 0 KOHYaTeITHOTO
CTAHOBMIIE HA MOCOYEHUsI KOMUTET 10 Komucusra, 1bpkaBuTe-4ICHKH U 3asBUTENA,
3a€IHO C JOKIAJ, B KOMTO C€ CHABPKA OMHCAHHE HA OI[EHKAaTa HAa BETCpUHAPHUS
JIEKApCTBEH MPOAYKT OT KOMHTETAa M U3JI0KCHHWE Ha MPUUYMHUATE 32 HETOBOTO
3aKJIIOUYEHHE.

4. Ilpn craHoBMILE B IOJI3a Ha IPEIOCTABSHETO Ha pa3pellieHHE 3a IyCKaHE Ha
CbOTBETHHUSI BETEPUHAPEH JIEKAPCTBEH MNPOAYKT Ha IMa3apa, KbM CTAHOBMILETO CE
npujiarat ClieIHUTE JOKYMEHTHU:

a) MPOEKT 32 0000IIEHNE HA XapaKTePUCTUKUTE Ha MPOIYKTa CHINIACHO WieH 14 oT
HupextuBa 2001/82/EO; mo menech00pa3HOCT, BBIPOCHUSIT TMPOEKT OTpa3siBa
pa3nuyMATa O OTHOIICHHWE Ha YCIOBUSATA Ha BETEpPUHApPHATA MpPAKTUKA MEXIY
ABPIKABUTC-YJICHKHU,

0) B ciyuail ye BETEpHHAPHHUST JICKAPCTBEH MPOJYKT € MPEJAHA3HAYCH 3a MpHUJIaraHe
BBPXY JKMBOTHH 3a MPOU3BOJCTBO HA XpaHW - IMOCOYBAHE HA MAKCHMATHUTE
JIONYCTUMH CTOMHOCTH Ha OCTaThYHHUTE BEIIECTBA, KOUTO MOTAT Ja ObaaT MPUETH OT
Oo6umoctra B chorBercTBUE ¢ Pernmament (EMO) Ne 2377/90;

B) JaHHHU 3a €BCHTYAJIHHUTC YCIOBHUS HIIM OI'PAHUYCHHUA, KOUTO CJI€ABA 1a 6'bﬂaT

HaJIOXKCHU BBPXY HOCTABKUTEC HWIIN yHOTpe6aTa Ha BCTCPUHAPHHA JICKAPCTBCH
MMPOAYKT, BKIIIOUUTCIIHO YCJIOBUATA, IIPU KOUTO BETCPUHAPHUAT JICKAPCTBCH IMPOAYKT
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MOXe€ Ja ce MPeroCTaBsi Ha MAalHUEHTH B ChOTBETCTBUE C KPUTEPHHUTE, OMPEICICHH B
Hupexrusa 2001/82/EO:

I‘) JaHHU 3a CBCHTYAJHUTC TNPCIHOPBUUTCIIHU YCIOBUA WKW OIpaHUYCHHUSA I10
OTHOIIICHUE Ha Oe3BpenHaTa U epeKTUBHA yrmoTpeda Ha JIEKapCTBEHHS TTPOIYKT;

I[) IMPOCKT 3a TCKCTa HAa CTUKCTHUTC MW JIMCTOBKATa C YI'bTBAHHA B OIIAKOBKATa,

IPEUIOKEH OT 3asBUTENs, NMPEACTaBeH B ChOTBETCTBHE ¢ Is1 V or [lupektuna
2001/82/EO;

€) JoKIaja 3a OolleHKaTa.
Ynen 35

1. B cpok 1o 15 nHM ciex momydaBaHETO Ha CTaHOBHMILETO, MOCOYEHO B uieH 30,
naparpa¢ 2, Komucusra moaroTsst mpoexT 3a pelieHue, KOeTo TpsoBa aa ObJe B3eTO
10 OTHOIIICHHE Ha 3asBJICHUETO.

B ciydauTte, B KOMTO IaJieH MPOEKT 3a pelleHWe MPEABIIKIA IPEAOCTaBsIHE Ha
pa3pellicHHue 3a TBProBHS, CHIMAT BKIOYBA WM ChAbPXKA I[1030BaBaHE Ha
JOKYMEHTHTE, yOMeHaTH B wieH 34, maparpad 4, OykBu a) J10 1).

B cnydaute, B KOUTO IPOEKTHT 3a PELICHUE HE CHOTBETCTBA HA CTAHOBMILETO Ha
areanusaTa, Komucusra npunara moapoOHO 0O0sICHEHHE 32 MPUYHHUTE 33 MOTYIUIIOTO
ce pasHorIjacue.

[IpoekrsT 3a penieHne ce u3npai J10 IbpKaBUTE-UJICHKU U JI0 3aIBUTEIIS.

2. Komucusra mpueMa OKOHYATEIHO pEUICHHE B CHOTBETCTBHE C IPOIIEIypaTa,
uTHpaHa B wieH 87, maparpad 3, B Cpok 10 15 1HU cien MpuKIIOYBAHETO .

3. TIoCTOSIHHUST KOMUTET IO JICKAPCTBEHUTE NMPOJIYKTH 3a BETepUHApHa ynorpeoa,
nocodeH B wieH 87, maparpad 1, kopurupa cBos MpoIeaypeH MpaBUIHHK, Taka 4e J1a
B3eM€ IPEBH/I BB3IIOKCHUTE My 3aJa4H 110 CUJjIaTa Ha HACTOSIMS PETyIaMeHT.

Kopekiunre npensuxaar, ye:

a) CTAHOBUIICTO Ha IIOCOYCHHA IOCTOAHCH KOMHTCT CC HNpPCAOCTaBsA B NUCMCHA

(opma;

0) JIbpkaBUTE-WICHKH pasnojiaraT ¢ 22 JHU 3a U3MNpalaHe Ha CBOUTE MHUCMEHU
3a0eneXku 1Mo mpoekra 3a pemeHue a0 Komwucusta. HesaBucumo oT ToBa, ako e
HaJIHUIe HEOOXOAUMOCT OT B3€MaHE Ha CIEIIHO pEIleHHe, MpelCceaaTeNsIT MOXKe Ja
ONpEeNeNn MO-KpaTbK CpPOK B 3aBUCHUMOCT OT CIIEIHMS XapakTep Ha BBIpoOca.
BbrnpocHusaT cpok He Moxke Aa Oble MO-MalbK OT 5 THU, OCBEH B CIyd4auTe Ha
M3KITIOYUTENIHU 00CTOSTENCTBA;

B) Z["bp)KaBI/ITC-LIJ'IeHKI/I Morat ga OTHpPaBAT IKMCMCHO HCKaHE 3a 06C"b)I(I[aHe Ha
IIPOCKTa 3a pCUICHUC, ITOCOYCH B naparpa(b 1, Ha IJICHAPHO 34CCHAHNEC Ha IMOCOYCHU A
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IMOCTOAHCH KOMMUTCT, KAaTO MNPCACTABAT HOI[pO6HaTa CH aprymaHTalnus 3a TOBa CHU
HCKaHCE.

4. B cnyuaute, B KOUTO 110 MHEeHHMETO Ha Kommcusta nmucMeHUTE 3a0€lexKKH Ha
JlaJIeHa bpKaBa-wIEHKa MOBIUTaT HOBU BaKHU BBIIPOCH OT HAYYHO UJIM TEXHUYECKO
€CTEeCTBO, KOUTO HE ca IMpeIMET Ha pasMiekAaHe B MPeJOCTaBeHOTO OT areHLHUsTa
CTaHOBHILE, MPEACEAATENAT IPEYCTaHOBsBA MPOLEAypaTa U Ipenpal@ 3asBJICHUETO
00paTHO Ha areHIUATA 32 HOBO Pa3MJICKIAHE.

5. Komucusra npuema pasmnopenonure, HeOOXOAMMH 3a U3IIBIHEHNETO Ha maparpad 4,
B CHOTBETCTBHE C MpoIeAypaTa, nocoueHa B wieH 87, nmaparpad 2.

6. AreHmusTa pa3NpOCTpaHsBa JOKYMEHTHTE, MOcoYeHH B wieH 34, maparpad 4,
OyKBH a) 110 J).

Ynen 36

Ako 3asgBUTEN OTTENIM MOAAJIEHO 10 areHIusATa 3asBJICHHE 3a pa3pelleHue 3a
THPTOBUSI, TIPEIU arcHIMSTA J1a TMPEACTaBH CTAaHOBHUINE IO BBIIPOCHOTO 3asBJICHUE,
3agBUTENAT ChOOIIAaBa HA areHIIUATA IPUYMHUTE 32 TOBA CBOE JAeHCTBHE. ATEHIIHATA
OCHUTYpsiIBa OOIICCTBEH JOCTHII N0 Ta3W HWHQoOpMamus W MyONHKyBa JOKIAAa 3a
OIIEHKa, aKO0 TaKbB CBHIINECTBYBA, CJEA 3aJMYaBAHETO Ha IsaTta wHQopMarus,
MpeICTaBIsABaIlA ThPTOBCKA TalHA.

Ynen 37

1. M3naBaneTro Ha pa3pelleHHE 3a THPIOBUs C€ OTKa3Ba, aKo CJlel INpOBEpKa Ha
JTAHHUTE U JOKYMEHTHTE, IPEJICTaBeHH B ChOTBETCTBHE € WieH 31, ce ycTaHOBH, ye:

a) 3asBUTEIIAT HE € JEMOHCTPUPAJ IO MOJIXOAI] HAYMH WJIM B JOCTaTh4YHA CTEMEH
KauecTBOTO, OE3BpEHOCTTa MM €(PUKACHOCTTa Ha BETEPUHAPHUS JIEKAPCTBEH
OPOAYKT,

0) 32 300TE€XHUYECKH BETEPUHAPHU JIEKAPCTBEHH MPOAYKTH U OMOCTHUMYIIATOpU - HE
Ca B3CTU B J0CTaTb4Ha CTCIICH IPCABU 663Bpe,£[HOCTTa U XYyMAaHHOTO OTHOULICHHUC
KbM Ha )KHBOTHHUTE W/MJM 0€3011aCHOCTTA HA MOTPEOUTEIHTE;

B) CPOKBT 3a OTTENNISHE, IPENOpPbUYaH OT 3asBUTENS, HE € JOCTAThYHO IBJIBI, 32 Ja
OCUTYPU BB3MOXKHOCT, XPaHUTEIHUTE MPOIYKTH, TOJIYYEHH OT TPETUPAHU KUBOTHH,
Jla HE ChABPXKAT OCTAaThYHM BELIECTBA, KOMTO Ch3JaBaT ONACHOCT 3a 3JPaBETO Ha
NOTPEOUTENNTE, UM CHUMAT HE € HAJIS)KHO 0OOCHOBAH.

T') BETEPHHAPHHUST JICKAPCTBEH MPOJIYKT € MPEJCTaBEH 3a 3a0paHeHa OT pa3nopeadnTe
Ha O0mHOCTTa yroTpeoa.

W3naBanero Ha paspelleHHe ce OTKa3Ba IO MOJO0EH HAaYMH U B CIy4auTe, KOraTo
OCUTYPEHUTE OT 3asBUTENS JaHHU WM JOKYMEHTH B CBOTBETCTBUE ¢ wieH 31 ca
HETOYHH, UJIM aKO €TUKETUTE U JIMCTOBKATA C YII'BTBAHUS B OIMAKOBKATA, MPEATIOKEHH
OT 3asBUTENIS, He ChoTBeTCTBAT Ha Jisu1 V ot Hupekrusa 2001/82/EO.
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2. OTKa3pT 3a W3JIaBaHE Ha pa3pelmeHre 3a ThproBus Ha OOMHOCTTA Mpeamoiara
3a0paHa 3a TYyCKaHe Ha mazapa B TpaHunute Ha OOMMHOCTTA Ha CHOTBETHHS
BETEPUHAPEH JIEKAPCTBEH MPOIYKT.

3. OcurypsiBa ce 00IECTBEH IOCTHII Ha WHGOPMAIUATA OTHOCHO BCHYKH OTKa3HW U
NPUYUHHUTE 32 TAX.

Ynen 38

1. be3 na ce mapymasa wien 71 or dupekrusa 2001/82/EO, Bcsko pa3pelieHue 3a
THPrOBHUs, NMPEIOCTABEHO B CHOTBETCTBHE C HACTOSIIMS PETVIAMEHT, Ce Ipujara Ha
TepuTopusTa Ha Ipuiata OOmmHocT. PasperneHuneTo npepocTaBs €IHAKBU IIpaBa U
3abJKCHUS BBB BCAKA OT ABPKABUTC-UICHKH C U3JaACHO OT CbOTBETHATA AbpiKaBa-
YJICHKAa pa3pellicHHe 3a ThProBUS B CBHOTBETCTBHE C wieH 5 oT JlupekruBa
2001/82/EO.

Pa3pemiennTe BeTepUHApHU JIEKAPCTBEHM MPOIYKTH ce BIKcBAT B Perucrepa Ha
JeKapcTBeHUTe NpoaykTH Ha OOIHOCTTa M Ha CHUMTE CE€ JaBa HOMEp, KOWTO
duryprpa BBpXy TSIXHaTa OaKOBKa.

2. Hotudukanuute 3a paspelicHUsATa 3a THPTOBUS ce MyOnukyBaT B Oguyuanen
secmuuk Ha Eeponetickus cvi03, KaTo 1MO-CIEUATHO CE IIOCOYBAT aTaTa Ha N3/laBaHe
Ha ChOTBETHOTO Pa3pellieHue U HOMEPHT, [0/ KOHTO ChILOTO € BrucaHo B Perucrspa
Ha OOHHOCTTa, KAaKTO U MEXAYyHApOAHOTO HenaTteHToBaHo HauMmeHoBanue (INN) Ha
AKTHUBHOTO BEIECTBO HA JICKAPCTBEHUS MPOJYKT, HeroBaTa (apmaneBTuuHa Gopma u
eBEHTYyaJHUsl AHATOMMYEH TepaleBTUYEeH XUMUYeH BerepuHapeH kox (ATC Vet

Code).

3. Arenmusara nyOnuKyBa He3a0aBHO JOK/Iaja OT OILIEHKaTa Ha BETEpPUHAPHUS
JIEKapCTBEHHU TMPOAYKT, M3rOTBEH OT KomuTera mo JE€KapCTBEHUTE MPOIYKTH 32
BeTCpUHApHA YyHoTpeba, W TPUUYMHUTE 3a CBOETO CTAaHOBWINE B TI0J3a Ha
MPEIOCTaBSIHETO Ha pa3pellieHHre, Clel KaTo 3aluyd Isulata  HWHpopMaIus,
MpEeJICTaBIsABAIlA THPTOBCKA TallHA.

EBponelickuar noxnmaxm 3a obmectBeHa ounenka (EPAR) BxmouBa mnucMeHO
00001IeHNEe, CHCTAaBEHO MO pa3dupaeM 3a oOIuecTBeHOCTTa HaunH. O000IEHHETO
ChIbpIKa MO-CIICIMATHO pa3/iel, CBbP3aH C YCIOBUATA 3a ynorpeda Ha ChOTBETHUS
JICKapCTBEH MPOJIYKT.

4. Cnen npenocTaBsHETO HAa pa3pellieHHe 32 ThPrOBUS TUTYISPBT Ha pa3pelieHUETO
uHQOpMHUpa areHIusATa 3a JaTUTE Ha JACWCTBUTEITHO ITyCKAHE HA BETCPUHAPHUS
JIEKApCTBEH MPOJYKT HA Tazapa B JIbp)KaBUTE-UICHKH, KaTO C€ B3eMaT MPEABU]
pa3IMYHUTE pa3pellieH! IPEACTaBSIHUSL.

TutyaspbT HOTUGULIMPA, CHILO TaKa, areHIMATA 32 €BEHTYATHOTO MPEYCTaHOBSIBaHE,
BPEMEHHO WJIM MOCTOSHHO, HA MYCKaHETO Ha Ma3apa Ha ChOTBETHUS NPOAYKT. OCBEH
MPU U3KITIOYATEITHU O0CTOATENICTBA, Ta3u HOTHU (UKALIHMS CE MPABU HE TO-MAJKO OT 2
Mecena npeau IpeyCTaHOBABAHETO Ha ITYCKAHETO Ha MPOJYKTa Ha ra3apa.
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Ilo wckane Ha areHuMsTa, MO-CHEHUAIHO B KOHTEKCTa Ha (hapmakoiorHyHara
OIUTETHOCT, TUTYJASPBT HAa Pa3pelEHUETO 3a THProBUs NPEIACTaBs HA arcHUHUSITa
BCUYKM JaHHH, OTHACAIIM ce 0 o0eMa Ha MpoJaXOUTe Ha JIEKapCTBEHUsI MPOAYKT Ha
HUBO Ha OOIIHOCTTA, pa3NpeieieHn 0 AbPKABU-WICHKU, KAKTO U BCUYKH JaHHHU 32
KOJIMYECTBOTO HA PELENTUTE, C KAKBUTO TUTY/SPBT paslosiara.

Ynen 39

1. be3 na ce HapymaBar maparpadgu 4 u 5, CPOKbT Ha pa3pelieHHUATa 32 ThProBUS €
1eT TOIMHH.

2. CpokbT Ha pa3peuicHUETO 3a THPrOBHS MOXE Na ObAe MPOABIKEH Ccled MeT
TOJMHHU BBH3 OCHOBA Ha W3BBPIICHA OT areHIMATa MPEOIEHKAa HAa CHOTHOIICHHETO
MEX]ly pucka U moJj3aTa.

3a Tazu Lena TUTYIAPBT Ha pa3pelIeHHEeTO 3a ThPrOBMS NMPENOCTaBs Ha arcHUUsITa
0000IIEH CHUCBHK Ha BCHYKM MPEICTaBEHM JOKYMEHTH, Kacaellld KadyecTBOTO,
0e3BpeaHOCTTa U () KACHOCTTA, BKIIIOYBAIlA BCHYKU IIPOMEHH, BHECEHU OT MOMEHTa
Ha MPEeJOCTaBSIHETO Ha Pa3pelieHUETO 3a ThPrOBUs, Hall-MaJKo LIECT Mecela Mpeau
U3TUYAHETO Ha CPOKa Ha pas3pelieHHEeTO 3a ThproBus mo maparpad 1. AreHuwusra
MOJKE /1a U3UCKa OT 3asIBUTEIS J1a IPECTABU ONMMCAHUTE JOKYMEHTH I10 BCSIKO BpPEME.

3. Cnen ynblikaBaHETO HA HETOBHS CPOK, Pa3peIieHNETO 3a THProBUsl OCTaBa B CUJia
3a HEOMpeNeNieH NEepHoJ, OT Bpeme, OCBeH ako Kommcusta He penm mnopaau
OCHOBATEJTHU ChOOpakeHU s, Kacacy (hapMaKoJOTHYHATA OTUTEITHOCT, 1a TPOIBIKA
C IPeOCTaBsIHE Ha HOB METTOUIICH CPOK ChITIacHO maparpad 2.

4. Besiko pa3pelleHre, KOeTo He € MOCIeBaHO OT JEHCTBUTEIHO MMyCKaHE Ha Ia3apa
Ha OOmMHOCTTa Ha JEKAPCTBEHUS MPOIYKT 3a BETEpUHApHA ymoTpeda B CPOK A0 TPH
TOAMHU CJIE] U37jaBaHe Ha ChOTBETHOTO pa3pellieHue IyOu CBOSATa BAJIUIHOCT.

5. B ciywanTte, koraTo mpeau TOBa IYCHAT Ha Ma3apa pa3pellieH JIEKapCTBEH IMPOIYKT
BE€Ye HE IPUCBHCTBA PEAIHO HA Ia3apa B MPOJABKEHUE HA TPH IOCIEA0BATEIHU
TO/IMHU, CBOTBETHOTO pa3pellieHue I'yOu CBOsITa BAJIMJHOCT.

6. [Ipu HanMYMe HA U3KITIOYUTEIIHN 00CTOSATEIICTBA U TTOPAJIHN CHOOPAKEHU S, KacaeIy
3alMTaTa Ha OOIIECTBEHOTO 3/paBe W/WIIM 3/IPaBETO Ha XMBOTHUTE, Komwmcwusra
MOXeE J1a pa3pel HW3KIIoUeHHUs oT cmasBaHero Ha maparpadu 4 u 5. IlogoOum
M3KIIIOYCHUS TpsiOBa /1a ObJaT HAJIC)KHO 0OOCHOBAHM.

7. Tlpu M3KITIOUUTENHU OOCTOSTENICTBA M CJeJl MPOBEXKIAHE HAa KOHCYITAIIMH ChC
3asgBUTENS MOXE Ja C€ NMPENOCTaBU pa3pelleHue, MPUIPYKEHO OT OTIPABEHO KbM
3asBUTENSA M3UCKBAHE 3a BBBEXKAAHE HA KOHKPETHH MPOLEIYpPH, I1O-CIIECLUAAIHO
TaKMBa, Kacaely Oe3BPEJHOCTTAa HA JIGKAPCTBEHUS MPOIYKT, U HOTU(UIIMpaHE Ha
KOMITIETEHTHUTE OpraHM Ha BCEKHU IMPOM3THYAI OT HEromara yrnorpeba MHUUICHT U
JeicTBUS, KOUTO Jia ObAaT npeanpueTu. TakoBa pa3pelieHrne Moxe Jja ce MpeocTaBs
€IMHCTBEHO MO0 0OOEKTHBHU M MOJISKAIM Ha MpoBepka nmpuynHu. [IpoxbmkaBanero
Ha CpPOKa Ha pa3pelleHUEeTo ce OOBBpP3Ba C €KETo/JHATa MPEOLIEHKa Ha BBIPOCHUTE
YCIIOBHSL.
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8. B cimyuante, KOTaTo € IMOA3JACHO 3asBJICHHE 3a pa3pelICHHE 3a THPTOBHS 3a
JICKapCTBEH MPOJYKT 32 BETEPUHAPHA YIIOTPeOa, KOWTO MMa ChIICCTBEHO 3HAYCHHE 3a
37paBeTO Ha J>KMBOTHUTE W Haif-Beye, KOWTO NPEACTAaBIIIBA HOBOBBBEJCHHE OT
TCPAINICBTUYHA IVICJHA TOYKA, 3aABUTCIIAT MOKC a OTIIPABU UCKAHC 3a U3II'BJIHCHHUC HA
yYCKOpEHa IpoLeaypa 3a oleHsBaHe. MickaneTo ce 000CHOBaBa HA/IIEKHO.

Axo KoMuUTeTHT 1O JEKapCTBEHUTE MPOAYKTH 3a BETEPHHApHA ymoTpeda mpueme
MCKaHETO, CPOKBT, IPeABUICH B wieH 31, maparpad 3, mbpBa ajquHes, ce HaMassiBa Ha
150 mawu.

9. Ilpu npuemaHeTo Ha CBOETO CTaHOBULIE KOMUTETHT IO JIEKapCTBEHUTE MPOIAYKTH
3a BETepUHApHA ymoTpeda BKIIOYBA MPEJIOKEHHUE, OTHACAIIO C€ J0 KPUTEPUUTE 3a
MpeANMCBaHe UK YoTpeda Ha BETEpUHAPHUTE JICKAPCTBEHHU MPOJIYKTH.

10. BerepuHapHUTE JEKAPCTBEHU NPOIYKTH, pa3pelieHH B CHOTBETCTBHE C
pasmnopendouTe OT HACTOSIMS PETJIAMEHT, C€ MOJI3BAT OT Pa3nope0OnTe 3a 3al|Ta OT
yneroBe 13 u 13a ot JIupexrusa 2001/82/EO.

Ynen 40

HpeIIOCTaBSIHeTO Ha PaspClICHUC HC 3acsra mpousThuvam@ra OT I'paXKAaHCKOTO HWIIN
KPpUMHUHAJIHOTO IIPaBO OTrOBOPHOCT HaA MPOU3BOAUTEIIA WM THUTYIIApa Ha
pa3pClICHUCTO 3a THProBUsd CBHITIACHO HAIMOHAJIHOTO 3dKOHOJATCJIICTBO Ha
ABPIKABUTC-YJICHKHU.

I'maBa 2

KonTpoa u cankuuu
Ynen 41

1. Cnexn mpenocraBsiHe Ha pa3pelicHUE B CHOTBETCTBHE C HACTOSIMS pPErJIaMEHT,
TUTYJSIPBT HA Pa3pelleHUETO 32 ThProBUs B3eMa 0]l BHUMAHUE, [0 OTHOIICHUE Ha
METOJIUTE 32 MPOW3BOJICTBO U KOHTPOJI, IPSIABUACHH B WieH 12, maparpad 3, OYKBH T)
u u) ot Jupexkrupa 2001/82/EO, mocTr)eHUsITa Ha HAYYHO-TEXHUYECKHS TTPOTPEC U
W3BBPIIBA BCUUKH IMPOMEHH, OT KAKBUTO MOXKE JIa CHIIIECTBYBa HEOOXOIUMOCT, 3a Ja
MOJKE€ JICKAPCTBEHUSAT MPOAYKT J1a Ob/ie MPOU3BEKIAH W MPOBEPSBAH C MOMOIITA HA
o0IIONIpUEeTUTe HAYYHU METOAH. TUTYISPHT 3asBsBA UCKAHETO CH 3a OJ00psBaHE Ha
BBIIPOCHUTE TPOMEHH B CbOTBETCTBUE C HACTOSAIIMS PETJIAMEHT.

2. KomnereHTHHAT OpraH Ha AaJicHa IAbpiKaBa-4JICHKA HWJIM arcHOusATa MOraTr na
MMOHUCKAT OT THUTYJIApa Ha pa3pClICHHUCTO 3a THPTOBUA Ja OCUTYPHU B JOCTATBYHH
KOJIMYECTBA BCIUICCTBA 3a IMPOBCKAAHEC HAa U3IIUTBAHUA 3a OIPCACIIAHEC HATUYUETO HA
OCTaTbll OT BCTCPUHAPHUTC JICKAPCTBCHU HNPOAYKTU B XPAHHUTCIIHUTC HNPOAYKTU OT
JKUBOTHUHCKHU ITPOU3XOM.

3. Ilo uckane Ha KOMIIETEHTHMS OpraH Ha J1a/IcHa JbpKaBa-wICHKA WM Ha arcHIUATa
TUTYJSAPBT HA PA3peLICHUETO 3a THPIOBHUS OCUTYpSBA TEXHUYECKO CBJCHCTBUE 3a
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yIEeCHSIBaHE INPUJIAaraHeTO Ha AHAIMTUYHUS METOJ 32 OTKPHUBaHE Ha OCTaThbYHU
BEIIECTBA OT BETEPUHAPHH JICKAPCTBEHU MPOIYKTH OT pedepeHTHa J1abopaTopus Ha
OO0umocTTa MM ako ToBa € IielechoOpa3Ho, OT HaIMOHAIHU pedepeHTHU
naboparopuu, onpezaeneHu B choTBeTcTBUE ¢ Jupekrua 96/23/EO na ChBeta oT 29
ampun 1996 1. OTHOCHO MepKHTE 3a HAOJMIOJCHHWE Ha OIPEICICHH BEIIECTBA W
OCTATBIIM OT TSX B )KUBH KHBOTHH H KHBOTHHCKH TPOLYKTH .

4. TuTynsapbT Ha Pa3peleHUETO 3a ThProBUs MPEAOCTaBsl He3a0aBHO HA areHLMATA,
Komucusra u yppkaBuTe-4wIEHKH BCSIKAa HOBOMOSBMIIA c€ MH(OPMAIUs, KOSITO MOXeE
Jla TI0BEZI€ /10 BHACSIHETO HA IPOMEHU B JAHHUTE UJM JOKYMEHTHUTE, [IOCOYEHU B WJIEH
12, maparpad 3, wienose 13, 13a, 136 u 14 ot AupexruBa 2001/82/EO, npunoxeHue
| kbM Hest unu wieH 34, naparpag 4 OT HaCTOSA LM 51 PETJIAMEHT.

Coumsar yBenomsiBa He3a0aBHO areHuusTa, Komucusara u IbpKaBUTE-UWICHKH 32
BCsIKa 3a0paHa WM OTPaHUYCHHE, HAJIO)KEHU OT KOMIETEHTHUTE OPTraHU Ha KOATO W
Ja OWJIO OT Jbp)KaBUTE, B KOUTO CE€ HU3BBPIIBAT MPOAAKOM HA BETEPUHAPHUS
JIEKapCTBEH MPOJAYKT, U 3a BCSKa Jpyra HOBOMOSBUIA ce MHQOpMAIIUs, KOITO MOXKE
Jla TIOBJIMSIE HA OI[€HKAaTa Ha ChbOTHOIICHUETO MEXKIY pPHMCKa U M0JI3aTa OT ChOTBETHUS
BETEPUHAPEH JICKAPCTBEH MPOJIYKT.

3a menuTe Ha TEKyllara OLlEHKAa Ha CBHOTHOUIEHMETO MEXJy pHUCKa M IoJ3ara
areHIUATa MOXKE J1a M3UCKA IO BCSKO BpPEME OT TUTY/SApA HA Pa3pelieHHETo 3a
TBPrOBHUS  INPEAOCTaBSIHETO Ha JaHHM, OCHUIypsBalll JoKasaTelcrBa  3a
CBXpaHSBAHETO Ha OJArONMPHUATHHS XapaKTep Ha CHOTHOIICHHMETO MEXIY PHUCKA U
1oJI3ara.

5. AKO TUTYISIpBT Ha Pa3pelICHUETO 3a BETEPUHAPHHUS JIEKAPCTBEH POIYKT HallpaBU
IpEUIOKEHNE 3a BHACSIHE Ha INPOMEHHM B JIaHHUTE U JIOKYMEHTUTE, IOCOYEHH B
naparpa¢ 4, CbIIMAT M0JjaBa ChOTBETHOTO 3asIBJICHUE /10 areHLUATA.

6. Crien kOHCyNTalUu ¢ areHusaTa, Komucusara mpreMa moaxoAsIiy pa3nopeaon 3a
pasmIekIaHe Ha MPOMEHHTE B pa3pelleHusATa 3a TbpProBus mon Qopmara Ha
perliaMeHT B ChOTBETCTBHE C IIPOIleAypaTa, IocoueHa B wieH 87, maparpad 2.

Ynen 42

3asBUTEIAT HIIH TUTYJIAPBT Ha PA3pCHICHUCTO 3a THProBHUA HOCH OTTOBOPHOCT 3a
TOYHOCTTA HAa NPCAOCTABCHUTC JAHHHU U NJOKYMCHTHU.

Ynen 43

l. o ce orHaca A0 BETEpUHAPHU JIEKAPCTBEHHW MPOAYKTH, IPOU3BEAECHU Ha
Teputopussta Ha OOLIHOCTTa, KOHTPOJHM OpPraHU ca KOMIIETEHTHHTE OpraHH Ha
Ibp)KaBaTa-4WiCHKa WM  JbP)KaBUTE-WICHKH, TMPEAOCTaBHIIM pa3pelieHHEeTO 32
MPOM3BOJICTBO, TIpeABUIeHO B wieH 44, maparpad 1 ot Jupexrusa 2001/82/EO, mo
OTHOILIEHUE Ha ChOTBETHUS JIEKAPCTBEH MPOJIYKT.

18 0B L 125, 23.5.1996 r., ctp. 10. JupekTura, usmenena ¢ Permament (EO) Ne 806/2003 (OB L 122,
16.5.2003 r., cp. 1).
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2. 3a JeKapCTBEHHU MPOJIYKTH, BHECEHU OT TPETH CTPAHH, KOHTPOJIHH OpPraHU ca
KOMIICTCHTHUTC OpFaHI/I Ha )I’Bp)KaBaTa'LIHeHKa nin I[’I)p)KaBI/ITe'LIHeHKI/I,
MPEIOCTAaBUIIM pa3peIieHUeTo, MpeaBuacHo B wieH 44, naparpad 3 ot JJupekrura
2001/82/EO, Ha BHOCHUTEINS, OCBEH aKO Ca CKIIOYCHH CHOTBETHHUTE JOTOBOPEHOCTH
Mekay OOIHOCTTa M CTpaHaTa-U3HOCUTEI, ChITIACHO KOUTO BBIIPOCHHUAT KOHTPOJI CE
OCHINECTBSIBA B CTpaHATa-U3HOCHTEN, M IPOU3BOIAMUTENAT MpHUJIara CTaHIapTH 32
noOpa TPOW3BOJCTBCHA TMPAKTHKA, KOUTO Ca Hai-MaJKko CKBHUBAJICHTHH Ha
CTaHgapTUTe, onpeaeiaeHu ot OOmHoCTTA.

Janena nbprkaBa-uleHKa MOXKE Jla IIOMCKA CHACHCTBHE OT Jpyra AbprKaBa-dICHKa
WIM OT areHLusATa.

Ynen 44

1. KoHnTponHuTe opraHd OTTOBapsT 3a IpoBepkara oT uMmero Ha OOumHocTTa, Hamu
TUTYISIPBT Ha Pa3peIIeHUEeTo 3a THPTOBUS C BETEPUHAPHUS JIEKAPCTBEH MPOIYKT, UITH
peructpupanusar B OONHOCTTa NPOM3BOJAWTEN WM BHOCUTEN, YAOBJIETBOpSBA
u3nckBanusaTa, onpeaenenu B asuose IV, VI u VI ot Jupexrusa 2001/82/EO.

2. B cnyuaute korato B cborBercTBHE ¢ uieH 90 ot upexrusa 2001/82/EO,
Komucusita Opne mHpopMUpaHa 3a CEpPUO3HU PA3HOIIIACHS MEXIY AbpKaBUTeE-
WIEHKW OTHOCHO TOBa Jald TUTYISPBT Ha pa3pelieHHueTo 3a TBHProBUsA C
BETEpUHAPHUS JIEKAPCTBEH MPOJYKT UIU perucTpupad B OOLHOCTTa MPOU3BOAUTEIN
WJIM BHOCHTEN YIOBJIETBOPSIBA M3UCKBaHMSATA, MocoyeHHn B maparpad 1, Komucusra
MOXe€, CJle[l KOHCYATAllUH CbC 3aUHTEPECOBAHUTE [bP)KaBU-WIEHKU, Ja OTIPaBU
WCKaHE 3a INpeANpHEMaHe Ha HOBA IIPOBEpPKa Ha TUTY/SApa Ha pa3pelICHUETO 3a
TBPrOBUS, POU3BOAUTENS WM BHOCHUTENS, OT MHCIIEKTOP OT KOHTPOJHHUSI OpIaH;
BBIIPOCHUSAT UHCIIEKTOP CE€ IMPUpyXk,aBa OT JBaMa MHCIEKTOPU OT IbpIKABH -UJIECHKH,
KOUTO HE ca CTpaHa I10 CIopa, U/WIK OT JIBaMa eKCIlepTH, omnpeneneHu ot Komurera
10 JIEKAPCTBEHUTE IPOAYKTH 3a BETEPUHAPHA YIIOTpeoa.

3. ChrilacHO CHOpa3yMEHHUsTA, €BEHTYAIHO CKIOYeHH Mexay OOmmHocTTa M TpeTu
CTpaHU B CHOTBETCTBHE ¢ wieH 43, nmaparpad 2, Komucusra moxe, cies nmojyyaBaHe
Ha 100pe 000CHOBAHO HMCKAaHE OT Jbp)KaBa-WICHKA MM ITOCOYCHHS KOMHUTET, HIIU 110
CBOSI COOCTBEHAa WHHMIMATUBA, Ja HM3UCKAa OT pPETHCTPUpPAaHUs B TpeTa CTpaHa
IPOM3BOIUTEN Ja CE IOUIOKH Ha TPOBEPKA.

[IpoBepkara ce u3BbpIIBA OT UHCIEKTOPU OT IbpXKABUTE-UIEHKU, KOUTO IPUTEKABAT
HeoOxo/lMMara KBaJid (U KalKs; ChLUTE MOTaT J1a ce IPUAPYKaBaT OT 10 KIaa4u K WU
€KCIIEpT, Ha3HAue€HU OT IIOCOYEHHsI KOMHUTeT. JloKIaabT Ha HHCIEKTOPHUTE Ce
IpEeNoCcTaBsl Ha pasnoyiokeHue Ha Komucusra, nbpKaBUTE-UIEHKM U IOCOYECHMS
KOMMUTET.

Ynen 45

1. B cnyyanTe, B KOUTO KOHTPOJHUTE OpraHU MJIM KOMIIETEHTHUTE OpraHu Ha Apyra
JbprKaBa-wiIeHKa MOJIbPKAT CTAHOBHILETO, Y€ PETHCTPHUPAHUAT HA TEPUTOPUATA HA
OOnmHoOCTTa NPOM3BOJAWTEN WM BHOCHUTETI BEYE HE H3IIBIHSABA 3aJbJDKCHUTA,
pernamentupanu B jasan VIl or dupexruBa 2001/82/EO, cwhumre uHdopmupar
He3abaBHO KomwuTera mo jekapcTBEHHTE MPOIYKTH 3a BETEpUHApHA YroTpeda u
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Komucusra, n3naraiiku moapoOHO CBOUTE MPUYUHU U (QOPMYIUPANKH MPEATIOKEHUEC
3a IEHCTBUATA, KOUTO Ja OBAAT MPEAIPUETH.

ChII0TO BaXW M B CIy4aWTe, B KOUTO JaJicHA IbpkaBa-uieHka niu Komucusra
cYeTaT, 4e 10 OTHOIICHHWE Ha ChOTBETHHS BETCPUHAPHM JICKAPCTBEH MPOJYKT CICIBa
na Obae mpuiiokeHa Hskos oT mepkute, mpensuaeHu B Asn VI or upexruna
2001/82/EO, unu MOCOYEHUAT KOMUTET € MPEACTaBUI CTAHOBHILE B TO3H CMHCHI B
CHOTBETCTBHE C WieH 30 OT HACTOALMS PETJIaM EeHT.

2. KomucusTa U3UCKBa OT arcHIMATA Ja MPEJCTABH CBOE CTAHOBHINE B CPOK, KOWTO
ChIlATa ONIpeNIeIss B 3aBHCHMOCT OT CICIIHOCTTa Ha BBIPOCa, C OIVea Ha
MPOYYBAHETO HA M3THKHATUTE MpUYHHU. Koraro ToBa € OChIIECTBUMO, TUTY/ISPHT Ha
pa3peIieHUueTo 3a JIEKAPCTBEHUS MPOAYKT Ce MPUKAHBA JIa JIaJie¢ YCTHU WIIH IMHCMEHU
00sICHEHH .

3. Cnen dopmynupaHe Ha CTAaHOBHIIE OT CTpaHa Ha areHuusta Komucusra mpuema
HEOOXOAMMHUTE TIPEBAPUTEITHH MEPKH, KaTo MpHUIIara ChIMTe He3a0aBHO.

OKOHUaTeNHO peIIeHHEe C€ IpHUEMa B CPOK 0 INECT Mecela, B CBhOTBETCTBHE C
npoleaypara, nocodeHa B wieH 87, nmaparpad 3.

4. B ciydauTe, KOTaTO € HaJWIle HEOOXOAMMOCT OT NIpeamnpuemMaHe Ha He3abaBHU
JIEHCTBUS C OIJIe] ONa3BaHE Ha YOBEIIKOTO 3/paBe, 3PAaBETO HA XUBOTHUTE WIIU
OKOJIHATa Cpela, AajieHa IbpKaBa-uiICHKA MOXE, MO CBOSI COOCTBEHA WHUIIMATHBA
unn no uckaHe Ha Komucusara, na crnpe ynorpebara Ha CBOSI TEpUTOPHS Ha
BETEpUHAPHUS JIEKAPCTBEH MPOIYKT, pa3pelieH B CHOTBETCTBHE C HACTOSIMSA
perjaMeHT.

Korato nbpkaBara-uieHka HIpeanpueMa ToBa IO CBOs COOCTBEHa WHMIMATUBA,
cbimata nHpopmupa KoMmucusra u areHImsaTa 3a IPUYAHUTE 32 TOBA CBOE JICHCTBHE
Hall-kbCHO Ha cieBamMs pabOTeH JeH Cillel] NpeyCTaHOBSBAHETO. AreHUHusTa
uHpopMupa He3a0aBHO OCTaHAJIUTE AbpKaBU-wieHKU. Komucusara mnpeanpuema
He3a0aBHO M3IIBITHEHNETO Ha MPOIeAypara, peIBuIeHa B maparpadu 2 u 3.

5. B To3u ciydaii, 1bp)kaBaTa-4ieHKa OCUTYpsBa YCIOBHS 3a Obp30 HHPOpMUpaHe Ha
CIIY’)KUTEIINTE OT CHCTEMATa Ha 3[PaBEOIIa3BAHETO 32 CBOUTE JICHCTBUS U IPUUNHUTE
3a Te3W JEUCTBUA. 3a Ta3W LEJI MOraT Ja C€ M3IO0JI3BAaT MPEKUTE, Ch3AANEHU OT
npodecHoHaTHUTE capyXKeHus. JlbpkaBute-wieHku uHpopmupar Kommucusra u
areHIUATa 3a NPEAIPUETUTE 32 Ta3H LN IEHCTBHUSL.

6. Ilocouenute B maparpa¢ 4 MepKH 3a MpeycTaHOBSBAaHE MOTaT J1a OCTAHAT B CHJIA JIO
IIPUEMAaHETO Ha OKOHYATEIHO PEIleHHEe B CHOTBETCTBUE C IPOIEAypaTa, MOCOYeHa B
uiieH 87, maparpad 3.

7. Ilpm mouckBaHe areHIUATa WHQPOPMHpA BCSAKO 3aMHTEPECOBAHO JMIE 3a

OKOHYATCIIHOTO PCIICHHUC W OCUT'ypsiBa Hy6J'H/I‘{eH JOCThII 1O He3a0aBHO (2] (S
HCTOBOTO IMpHUCMAaHC.

I'maBa 3
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DapMaKoJI0rH4Ha OAUTEJTHOCT
Ynen 46

ITo cmuchbna Ha HacTosIIATa IWlaBa ce mpuiara uieH 77, maparpag 2 ot [upektuBa
2001/82/EO.

UYnen 47

B TAcHO CBHTPYAHMYECTBO C HAIMOHAJIHHUTE CUCTEMH 32 (hapMaKOJIOTHYHA
OIUTETHOCT, Ch3AaAeHU B ChoTBeTcTBUE C¢ uineH 73 ot [Hupexrusa 2001/82/EO,
areHinusATa Ha0aBs IsU1aTa 3HAYMMa UWHGOpPMAIMs OTHOCHO TIPEANOJIaraeMHUTE
HEONaronpusTHU pEakuuu, MPEAU3BUKAHU OT JIEKAPCTBEHHUTE MPOAYKTH 3a
BEeTepUHApHA yroTpeda, pazpereHr oT OOIHOCTTa ChIIIACHO HACTOSIIMS PETTIaMEHT.
B cnydaute, xorato ToBa e neiaecbo0pasHo, KoMuTeTsT 1o gekapcTBEHUTE MPOAYKTH
3a BeTepUMHapHa yInoTpeda MOATOTBS, B CHOTBETCTBHE ¢ wieH 30 OT HacToAumMs
perIaMeHT, CTaHOBHINA OTHOCHO HeoOxomaumuTe Mepku. OcurypsiBa ce myOnmueH
JOCTBHIT IO CTAHOBUIIATA.

Te3sn Mepku wmorar jJa BKIIOYBAT HM3MEHEHHS B PAa3pelICHUETO 3a THPTOBUS,
MPE0CTaBEeHO B CHOTBETCTBHE ¢ wWwieH 35. ChumTe ce MpueMar B ChOTBETCTBUE C
npoleaypara, nocodeHa B wieH 87, nmaparpad 3.

TuTynsapbsT Ha pa3pelIeHHeTo 3a THPrOBUS U KOMIIETEHTHUTE OpPraHU Ha JIbp)KaBUTE-
YIEHKH OCHUTYypsIBaT YCIOBHUS 3a TOBa, LisylaTa 3HauyuMa HHQOpMaIus OTHOCHO
npearnojaraeMuTe HEONAroNpUsTHU pPEakuuH CHPsMO pa3pelieHUTE MO CHilaTa Ha
HACTOSAIMS PETJIAaMEHT BETEpPUHAPHM JICKAPCTBEHH MPOAYKTH Jla ObJe MmperocTaBeHa
Ha BHMMAaHMETO Ha areHUMsTa B CBOTBETCTBHE C DPA3NOpeOUTe OT HACTOSLMS
perntament. CoOCTBEHHWIIMTE HA JKMBOTHH M JKMBOTHOBBIMTE CE€ HAchpyaBaT Ja
ChOOIIABAT HA CIYKHUTEIUTE OT CHCTEMaTa Ha 3J[paBEOIa3BaHETO WIIM OTTOBAPSIIATE
3a (papmakojoTM4yHaTa OAMUTENHOCT KOMIIETEHTHUM HAlMOHAJIHM OpraHu 3a
HeOIaronpusTHUTE PEAKIUU.

Ynen 48

TuTynapbsT Ha paspelieHHe 3a BETEpPUHAPEH JIEKAPCTBEH IPOJIYKT, IMPEJOCTABEHO B
CBHOTBETCTBHE C PA3MOPEIOUTE OT HACTOSIIIMSA PETVIAMEHT, pa3loara HelmpeKbCHATO U
0 BCAKO BpeME€ C JHUIE C TOAXOMINEA KBAIW(UKAIMA, OTroBapsAlIo 3a
(apMmakosornyHaTa OIUTEIHOCT.

BbnpocHoTo kBanmu¢uuupaHo yune npebuBaBa Ha TepuTopusara Ha OOmHOCTTA U
HOCH OTTOBOPHOCT 3a:

a) CBb3JaBaHETO M TOJIBPKAHETO HA CHCTEMa, OCHTypsBalla CHOMPAHETO,
OIICHSIBAHETO M CPaBHEHUETO Ha WH(OpMAIMITa OTHOCHO BCHYKU IpEIIojaracMu
HEOJIAaTONPHUSTHU PEAKIWHU, MPEIOCTaBeHH Ha BHUMAHWETO Ha TIepcoHana Ha
JPYKECTBOTO M MEIUIIMHCKUTE CIY)KHTEIIH, TI0 HAYUH, KOUTO OCUTYPSBA BB3MOKHOCT
3a HEHHOTO OIleHsIBaHE B JaJieHa TOYKA Ha TepuTopusita Ha OOIHOCTTA;
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0) MOJArOTBSIHETO HA JNOKIAJHUTE, MOCOYCHH B wieH 24, maparpad 3, 3a HyKJAuUTe Ha
KOMIIETEHTHUTE OpraHd Ha Jbp)KaBUTE-WIEHKH M areHUusTa B ChOTBETCTBUE C
W3UCKBAHUATA OT HACTOSALIMS PETVIAMEHT;

B) TApaHTHPAHETO, Y€ BCAKO MCKAaHE HAa KOMIICTCHTHUTE OPTaHM 3a OCUTYpsBaHE Ha
JOMI'BJIHATETHA UHPOPMAIIHS, HEOOX0IMMa 32 OIleHKaTa Ha PUCKa U 1MoJI3ara OT JaJicH
BETEPUHAPHU JICKAPCTBEH MPOJYKT, BKIIOUUTEIHO OCUTYpsSBaHE Ha WH(opMaIus 3a
obemMa Ha TpomaKOMTE WM Opos HA pEHeNnTHTEe, H3IAACHU 32 CHOTBETHUS
BETEPUHAPEH JIEKAPCTBEH MPOAYKT, IIE MOTYYHd MIBJICH U OBbP3 OTTOBOD;

I) NPEeJOCTaBSHETO Ha KOMIIETEHTHHUTE OpraHM Ha BCsAka JApyra HHQpopMaius,
OTHAcALIa c€ 10 OLEHKAaTa Ha PUCKa M I0J3aTa 3a JaJIeH BETEPUHAPEH JIEKapCTBEH
HNPOJYKT, NMO-CINEeNHAIHO UH(OopMalaTa, Kacacllia n3ciaeABaHusATa 3a Oe3BpeIHOCTTa
B TIepuoja cliel H3JaBaHeTO Ha CHOTBETHOTO pa3pellieHHe, BKIIOUUTETHO
uH(OpMaIUATa OTHOCHO BAJMIHOCTTa Ha TEpUOJa 3a OTTEIVISHE WM JUIcaTa Ha
OYaKBaHaTa €(PUKACHOCT WJIM MOTEHMAIHUTE €KOJIOTUYHU MTPOOIEMH.

Ynen 49

1. TuTynasapbT Ha pa3pelicHUETO 3a THPIOBUS C BETCPHUHAPEH JICKAPCTBEH MPOIYKT
rapaHTHpa, Ye BCHYKM HaONMOJMaBaHU Ha TepuTopusrta Ha OOmHOCTTa W
MPEIOCTAaBEHW Ha HETOBOTO BHHMAaHHE OT CIY)KHTSI OT CHCTeMara Ha
3[[paBEOINAa3BaHETO MPEIANOJIaraéMU  CEPHO3HU  HEONarompHusSTHU  peakiuu U
HEONAronpusATHU pPEAKIUU IPU XOpa CHPSAMO MJaJCH BETEPUHAPHU JIEKAPCTBEH
IPOAYKT, paspelieH B CHOTBETCTBHE C HACTOSIIMS PETIaMEHT, Ine OBbaaT OBbp30
JOKYMEHTHPAaHH U CBHOOIIEHW Ha JIbpKABUTE-UICHKH, Ha YHSITO TEPUTOPHUS €
BB3HUKHAJI BBIIPOCHUA HHIHUACHT, HC IMO-KbCHO OT 15 AHU CJICA IMOJIy4aBaHCTO Ha
BBIIpOCHATa HHMOpMAITHSL.

TutynspbT Ha pa3pelmieHHeTO 3a THPrOBHS JOKYMEHTHpPA BCHYKH JAPYIU
HaOmomaBaH Ha TepuTopusTta Ha OOIMMHOCTTa MpeanoiaracMu  CEepHO3HU
HEONArONpHUATHU PEaKINK M HEOJIaronpuaTHH PEaKlHd MPH XOpa, 32 KOUTO CHIMST
MO>KE C OCHOBAHHE J]a ce OYakBa Ja O'bjie WH GOpMHpaH, B ChOTBETCTBUE C IIPABHIIATA,
MocOYeHW B wieH 51, W HOTU(UIIMpA CHENHO, HE IMO-KbCHO OT 15 nmHuM cien
MOJIy4aBaHETO Ha BBIIPOCHATA MHGPOPMAIUSI, KOMIICTCHTHUTE OPTaHH Ha JbP>KaBUTE-
YJICHKH, Ha YUATO TEPUTOPHS € Bh3HUKHAT ChOTBETHUAT MHIIUJICHT, U areHIUATA.

2. TuTynspbT Ha pa3pelleHUeTo 3a THPIOBHS C BETEPUHAPEH JICKAPCTBEH IMPOIYKT
rapaHTUpa, Y€ IbpP)KaBUTE-WICHKH W areHIUATA e ObJaT yBEJOMSBAHU CIICIIHO, HE
O-KbCHO OT 15 JHU cien MmojdydaBaHETO Ha ChOTBETHATa MH(OpMalMs, 3a BCUUKU
IpearojaraéMu CEpuO3HN HEOYaKBAHU HEOIArONPUATHU PEAKIIUU U HEOIaronpusSTHH
peaKuu MpH Xopa ¥ BCUYKU MpEIojiaraeMu clydan Ha IpeaBaHe Ha WH PeKIIHO3HU
areHTH 4pe3 JaJeH JIeKapCTBEH IPOAYKT, HaOJr0JaBaHU Ha TEPUTOPHATAa Ha TpeTa
cTpana. Pasmopenoure, xacaeum yBeIOMSBAHETO 3a MpENIojiaraéMd HEOYaKBAHU
HEOaronpusTHU peakiuu, KOUTO ca IMO-MaJIKO CEpUO3HU, HE3aBUCUMO OT TOBA Jallu
CBIIMTE Ca HACTBIIMIN HA TepuTOpHATa Ha OOLUHOCTTAa MIJIM HAa TEPUTOPUSTA HA TPETa
CTpaHa, ce MpUeMaT B ChOTBETCTBHUE C MPOIEAypaTa, IocoyeHa B wieH 87, maparpad
2.
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OcBeH Koraro ca HajJHIe H3KIIOYUTEIHA OOCTOATENCTBA, HMHQOpManuATa 3a
BBIIPOCHUTE PEaKUMU Ce MOJaBa MO eJNeKTPOHEH IbT MoJ ¢opMaTa Ha JOKIAA U B
CBOTBETCTBUE C PHKOBOJICTBOTO, TOCOYEHO B uJjieH S1.

3. TutynspbT Ha pa3pelieHHETO 3a THPrOBHS C BETEPUHAPEH JIEKAPCTBEH MPOIYKT
NOAIbpKA MOAPOOHA JOKyMEHTAIMs 32 BCHUYKU MpEArojaraeMu HeOIarompusiTHU
peaKiuy, HaCTHIIBAIM HAa TEPUTOPUATA WM U3BBH TepuTopusara Ha OOmmHoOCTTa, 32
KOUTO ChIIMSAT OMBa yBEIOMSIBAH.

OcBeH aKko Karo YCIOBHE 3a IMPENOCTaBSIHE Ha pa3pelieHHue 3a THPIOBHS OT
OO6mmocTTa, HE ca OMJIM TPEISIBEHN JPYrd W3UCKBAHUS, BBIIPOCHATA JOKYMEHTAI[Us
Ce MPEeOCTaBsl HAa areHIUsTa U Abp)KaBUTE-WICHKU MoJ ¢dopMaTa Ha MEPUOAUYHO
aKTyaJM3MpaH JOKIa] 3a Oe3BpEeIHOCTTa, BEAHAra Cle/] KaTo ChINMTE 3asBAT TOBA
WM Hali-MaJKO €JIMH ITHT Ha BCEKH IIECT MeCela B IMeproJia MEXKIY MPEIOCTaBIHETO
Ha Pa3pelieHUEeTO U MYCKaHEeTO Ha maszapa. [lepnoauyHo akTyalin3upaHUTe JOKIaIN
3a OE3BPEIHOCTTA CE€ MPEIOCTABAT CHINO Taka He3a0aBHO MPH MOWCKBAHE WJIM Haii-
Mallk0O BEIHBX Ha BCEKM IIECT Mecella Mpe3 IIbPBUTE JBE TOJAWHH ClIe]
I'BPBOHAYATHOTO MMyCKaHe Ha ma3apa Ha OOMHOCTTa W BEIHBXK B TOAWHATA TIPe3
creaanmte e roguHu. Ciiel ToBa TOKIAAUTE CE MPEICTABAT BEAHBXK Ha BCEKH TPH
TOJIMHU WJTM BEJHAra CJiej] MoJIydaBaHe Ha NCKaHE 3a TOBA.

Jloknanute ce mpuapykaBaT OT HaydHa OIIEHKa, I[O-CIelMalHO TakaBa Ha
CHOTHOLIEHUETO MEXAY PUCKA U 10J13aTa 32 CbOTBETHUS JIEKAPCTBEH MPOJIYKT.

4. Komucusta MOXKe a YCTAaHOBH pasmopedon 3a u3MeHeHue Ha naparpad 3 ¢ orien
Ha OMHTA, MPUIO0UT B MpoIeca Ha HelHOTO nmpunarane. Komucusra npuema mogo0Hu
pasnopendu B ChOTBETCTBHUE C MPOLleaypaTa, IpeaBuacHa B wieH 87, maparpad 2.

5. TuTynspbT Ha pa3pelIeHUeTo 3a ThProBUs HE MOXKeE J1a choOlIaBa nHQopMarusaTa,
Kacaema mpobieMuTe Ha (papMakoIOTHYHATa OJUTEITHOCT 10 OTHOIICHHE HAa HETOB
paspellieH JIEKapCTBEH MPOAYKT, Ha IIMpoKaTa OOIIECTBEHOCT, 0e3 1a yBeIOMH
IpEeIBAPUTEITHO UM €THOBPEMEHHO areHIuUsTa 3a TOBA.

BbB BCHUKM Cilydan TUTYISAPBT HA PA3PEILIEHUETO 3a THPTOBUSI OCUTYPsIBA YCIIOBHUS 32
O00CKTUBHO U HEMOJBEKAAIIO MPEACTaBsIHE HA BBIIPOCHATA HH(POPMALIUSL

I['bp}KaBI/ITC-LIJ'IeHKI/I nmpeamnpuemMar HCO6XO,Z[I/IMI/IT€ MCPKHU, 3a J1a rapaHTUpaT HajlaraHe
Ha e(beKl“I/IBHI/I, CbOTBCTHU U BB3NHPpAIIA CAHKIWU HAa BCCKU THUTYJIAP HA Pa3pCUICHUC
3a TbproBus, KOMTO HE M3IBIHSIBA TOPCIIOCOYCHHUTEC 3aIbJKCHU A.

Ynen 50

Besika npprkaBa-uieHKa OCUIypsBa BB3MOXHOCT 3a CIIEHIHOTO, HE MO-KbCHO OT 15
JTHY CJIe]l TIoJydaBaHe Ha ChOTBETHATA MH(GOpMAIIHs, JOKYyMEHTUPAHE U YBEIOMSIBaHE
Ha areHUMsATa U TUTYIspa Ha pa3pelieHHEeTO 3a TBPIOBHS C BETEPUHAPHUS
JIEKapCTBEH MPOJYKT 32 BCUYKHU MPOSBUIIM CE€ HA HEHA TEPUTOPUS U MPEIOCTaBEHU
Ha HEHHOTO BHHMMAHME MPEINOJIATaeMH CEPUO3HU HEOJAronpuUsITHU PpEaKIuu H
HEONIarONpPUSATHU pEaKuu IMpH XOpa CHPSAMO JaJeH JIEKApCTBEH NPOIYKT 3a
BETEpUHApHA YNOTpeda, pa3pellleH B ChOTBETCTBHE C PazNopeAOHTe OT HACTOSIIMS
periaMeHT.
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AreHnusTa n3npai nHpopMaIuaTa 10 HAIMOHATHUTE CUCTEMU 3a (papMaKoJIOoTHIHA
OIMTETHOCT, Ch3a/IeHU B ChOTBETCTBUE C WwieH 73 oT Jupektuna 2001/82/EO.

Ynen 51

B PAMKUTC Ha KOHCYJITAIlMU C arCHUHUATA, AbPKABUTC-UYJICHKA U 3aUHTCPCCOBAHUTC
crpanu Komucusita pa3paboTBaT ppKOBOACTBO OTHOCHO CHOMPAHETO, TPOBEpKaTa Ha
JOCTOBEPHOCTTa W TPEICTABSIHETO HA CBEICHUATA 3a HEOJArONPHUSATHUTE PEAKIUU.
Tosa PBKOBOACTBO CBhAbpiKA IMO-CHCHHAHO HIPCIIOPBKU OTHOCHO HAYUMHUTE 3a
OMOBECTSIBaHE Ha WHQpoOpMalMsiITa 3a HEONArONMPUATHUTE pPEaKIUu B I0J3a Ha
CIIY)KHTEIIMTE OT CHCTeMaTa Ha 3/IpaBeoIa3BaHEeTo.

B choTBeTcTBHE C TE€3U PHKOBOJCTBA TUTYISAPUTE HA pa3pellieHHs 3a THPrOBHS Ce
3aab/DKaBaT Ja OOpaBsT C BB3MpHUETaTa B MEXKIyHAPOJCH Mamad MeIUIMHCKA
TEPMUHOJIOTHS 32 OTIOBECTSABAHETO HA CBEJICHUTA 32 HEOIAronpUsITHUTE PEAKIUH.

B pamkuTe Ha KOHCyNnTanuu ¢ IbpKaBuTe-wieHkH U Komucusra, areHuusTa cb3aBa
Mpeka 3a 00paboTKa Ha JaHHUTE C oriea Ha Obp30TO ImpenaBaHe Ha MH(GOpMalusTa
Ha KOMIETEHTHHUTE opraHu Ha OOIHOCTTa B Cilydail Ha KpU3UCHA CUTYalUs IO
NpUYMHA HAa HEKAUYECTBEHO ITPOM3BOJICTBO, CEPUO3HM HEOJArONMPUATHU PEAKIHU |
JIPYTH CBBp3aHH ¢ (papMakosoTHYHATa OJUTETHOCT JaHHH, KAcaellli BETCPUHAPHUTE

JIEKAPCTBEHU IPOAYKTH, pa3pelIeHH B CBOTBETCTBUE C wieH 5 oT JlupekruBa
2001/82/EO.

B cpok m0 meTr roguHu cien MbPBOHAYATHOTO MyckaHe Ha masapa Ha OOImHocCTTa,
areHIMsITa MOXKE J1a TOMCKa OT THUTYIsIpa Ha Pa3pelieHUeTo 3a THPTOBUS Ja chbepe
CBBp3aHH C (hapMakoJOTHYHATA OJAMTEITHOCT CHeNM(UYHU JaHHA B pPaMKUATE Ha
HaONIO/IEHUsT Ha 1EJeBH TPYMH OT XUBOTHH. ATCHIMATa MOCOYBA MPUYMHUTE 3a
uckaHeTo. TUTYNSpBT Ha pa3pelleHNEeTO 3a ThPTOBUS CPABHABA U OLIEHSBA CHOpaHUTE
JAHHW W TH PEAO0CTaBs Ha areHIUATA 3a N3BbpPIIBaHE HA OIICHKA.

Ynen 52

AreHIMsITa OCBHILECTBSIBA CHTPYAHUYECTBO C MEXIYHAPOJHM OpraHu3allly, UMl
OTHOUIEHUE KbM (papMaKoJIOrnyHaTa OJJUTEIIHOCT BbB BETEPUHAPHUS CEKTOD.

Ynen 53

AreHIUsTa W KOMIIETEHTHUTE OpPraHW Ha Ibp)KaBUTE-WIEHKM CH CHTPYIHHUYAT,
BKIIIOYUTCIIHO YPEC3 IMMpHUJIaraHe Ha CbBMCECTHU MOAXOJU, € OITICA Ha HCIIPECKHCHATOTO
paspaboTBaHe Ha cucTeMH 3a (apMaKoJIOTHYHA OIUTETHOCT, KOMTO MOTraTr Ja
MOCTUTHAT BHUCOKM CTaHJApTU Ha OOIIECTBEHO 3[ApaBeolla3BaHE MO OTHOIICHHE Ha
BCHYKU JICKAPCTBEHU IMPOJYKTH, HE3aBHUCHMO OT HAUMHHTE 3a pa3peliaBaHe Ha
IPOAYKTHTE, NMPH MAaKCUMAIIHO OIOJI30TBOPSIBAHE HA PA3IMOJIATAEMHTE PECYpPCH B
OOmmocrTa.

Ynen 54
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Besiko mM3MeHeHHe, KOeTO MOXKE Jla Ce OKaXKe HEOOXOJMMO 3a aKTyaJu3HpaHe Ha
pasmopenouTe OT HACTOSIMS U1 B CBETJIMHATa Ha IOCTHIXKEHHUATA Ha HAy4IHO-
TEXHUYECKHSI TIPOTPEC, CE BhBEXK/Ia B ChOTBETCTBUE C MPOIIEypaTa, IOCOUEHa B WICH
87, maparpad 2.

JISUT IV

EBPOIIENCKA ATEHIIUA 11O JEKAPCTBATA - OTTOBOPHOCTHU U
AIMHUHUCTPATUBHA CTPYKTYPA

I'maBa 1
3agaym HA areHIUATA

Ynen 55
Cp3naBa ce EBpornelicka areHIus 1o JekapcTBara.
AreHnusTa OTroBaps 3a KOOPJAUHUPAHETO Ha HAJIMYHUTE HAYyYHH PECYpCH,
NpEJOCTaBEHN Ha HEWHO pa3MoJIoKEHHUE OT AbPKABUTE-WICHKHM 32 IEJIUTE Ha
OIleHKaTa, KOHTposa U (papMakoJIOTHUHATa OAMTEITHOCT HA JIEKAPCTBEHUTE MPOIYKTH.

Ynen 56
1. AreHIusTa BKIIOYBA:
a) Komurer mo nekapcTBEeHHWTE TPOAYKTH 3a XyMaHHa ymoTpeba, KOWTO HOCH
OTTOBOPHOCT 33 H3rOTBSIHE Ha CTAHOBHIIETO HA areHUusTa MO BCEKU BBIIPOC,
OTHACHII] Ce JIO OIICHKATa Ha JICKAPCTBEHUTE MPOIYKTH 32 XyMaHHA yImoTpeoa;
0) Komuter mo jnekapcTBEHUTE MPOAYKTH 32 BETEpUHApHA ymoTpeda, KOMTO HOCH
OTTOBOPHOCT 3a TOATOTBSHE HA CTAaHOBUIIETO Ha areHIMsITa MO BCEKH BBIIPOC,
OTHACSIII ce J0 OI[EHKaTa Ha JICKAPCTBEHUTE MPOIYKTH 3a BETEpHHApHA yrmoTpeoa;
B) KomuTeT mo nekapcrBara cupaiu,

r) KomuteT no pactuTeaHuTe JIEKapCTBEHHU IPOTYKTH;

I[) CereTapHaT, KOMTO npeaocraBsa TCXHUYCECKO, HAYYHO U AAMHUHHCTPATHUBHO
C"bI[efICTBPIe Ha KOMUTCTUTC U OCUTYpsIBA TOAXOAAIIA KOOPAUHALINA MCKAY TAX,

e) M3npiHuTENEeH TUPEeKTop, KOWTO ynpaxHsaBa (QYHKIHHUTE, perIaMEHTHUPAHU B WiEH
64;

) YNOpaBUTEIEH ChBET, KOWTO YIpakHABAa (PyHKUHUTE, PEITIAMEHTHUPAHU B YICHOBE
65, 66 u 67.

2. Beeku ot mocouenute B naparpad 1 OykBu a) 10 T) KOMUTETH MOXe J1a chopMupa
MOCTOSIHHU U BpeMeHHU paboTHu rpynu. [Ipeasunenute B maparpad 1, Oyksu a) u 0)

32004R0726 - LIIP - penakrupan



KOMUTETH MoOrar Ja c(opMUpaT Hay4HO-KOHCYATAaTUBHH TPYNU BBB BpPB3Ka C
OIICHKAaTa Ha KOHKPETHHW THUIIOBE JICKAPCTBCHHM MPOIYKTH WIIM JICYCHUS, HA KOUTO
CBhOTBETHATa KOMUCHUS MOXKE J1a JIeNeTUpa HAKOM (YHKIHU, CBBP3aHHU C U3TOTBSHETO
Ha Hay4HHUTE CTAaHOBHUIIR, HUTUpaHU B uiaeHoBe 5 u 30.

ITpu chopmupaneTo Ha paOOTHH U HAYYHO-KOHCYITATUBHM TPYIH, B MPOLEAYPHUTE
CH TIpaBHJIa, HUTUPAHU B WieH 61, maparpad 8, koMuTeTHTE periaMeHTHpaT peaa 3a:

a) Ha3HA4YaBaHE Ha YICHOBE Ha BBIPOCHUTE PAOOTHH W HAYYHO-KOHCYATATHUBHHU
TPYITH BB3 OCHOBA HA CIUCBHIMTE HA CKCIIEPTUTE, TTOCOYCHH BHB BTOpaTa ajliHEs Ha
ujeH 62, naparpad 2; u

0) KOHCYyNTHpaHe Ha paOOTHUTE U HAyYHO-KOHCYATATUBHUTE TPYIIH.

3. B tsacHO chTpyaHuuecTtBo ¢ KomuTeTa mo JIeKapcTBEHUTE MPOAYKTH 3a XyMaHHa
ynotpeba u Komurera mo jekapCTBEHUTE MPOAYKTH 3a BETEpUHApPHA YIOTpeOa,
U3IIBIHUTETHUAT JUPEKTOP yUpensBa aJIMUHUCTPATUBHUTE CTPYKTYPH M TPOLEAYPH
32 OCUI'YpsIBaHE Ha KOHCYJITAUUM 3a NPEIINPUATHSATA B CHOTBETCTBUE C 4ieH 57,
naparpa¢ 1, OykBa H), MO-CIEIMIIHO IO OTHOIICHHE Ha Pa3pabOTBAHETO HAa HOBU
Tepanuu.

Bcexu xomuTer copMupa mocrosHHa pabOTHa Ipyla ¢ €IMHCTBEHATa 3ajada Ja
OKa3Ba HAy4HO CBHACHCTBUE HA NPEAIPUATHATA.

4. KoMHTETHT MO JICKAPCTBEHUTE MPOJYKTH 3a XyMaHHa yrnoTpedba m KomuTersT mo
JIEKapCTBEHUTE TPOAYKTH 3a BETEpUHApHA ymoTpeba Morar, ako cueraT ToBa 3a
1e1ech00pa3Ho, Aa MOTHPCAT CHACHCTBUE IO 3HAUMMHUTE BBIIPOCH OT O0IIO HAYYHO U
€TUYHO €CTECTBO.

Ynen 57

1. Arennusra mnpenocTaBs Ha JIbpKaBUTE-WICHKH W MHCTUTYyHuUTe Ha OOIHOCTTA
BB3MOXKHO Hal-KayeCTBEHO HAYYHO CBHACHCTBHE MO BCHYKHA BBIIPOCH, OTHACAIM CE
JI0 OIICHKAaTa Ha KayecTBOTO, Oe3BpelHOCTTa U e(UKACHOCTTa Ha JICKAPCTBEHUTE
OPOAYKTH 32 XyMaHHA WJIM BeTepHHapHa yrnoTpeda, B CbOTBETCTBUE C pazlopeadnTe
OT 3aKOHO/IaTeICTBOTO Ha OOIMHOCTTa OTHOCHO JICKAP CTBEHUTE MPOIYKTH.

3a Ta3u 1€, areHIuNATa, AeHCTBallKi B PAaMKUTE Ha CBOMTE KOMHUTETH, IpealpuemMa
U3I'BJIIHEHUETO Ha CIICAHUTE 3a/1a4H:

a) KOOpIMHUpaHE Ha HAYYHOTO OLIEHABAaHE Ha KayecTBOTO, Oe3BpenHOCTTa U
epuKacHOCTTa Ha JIEKAPCTBEHUTE NPOAYKTH OT oOcera Ha TMPOIEAypUTe 3a
pa3peliaBaHe Ha ThpropusTa Ha OOUHOCTTA;

0) mpenocTaBsHE TpPU MPOMCKBAHE W OIMOBECTSABAHE Ipe] OOIIECCTBEHOCTTAa Ha
JIOKIaIMTe OT OLICHKUTE, OOOOIICHUATAa HAa XapaKTEePUCTHKUTE HA MPOIYKTHUTE,
CTUKCTUTC U JIMCTOBKUTC UJIM BJIOXKUTC C YII'BTBAHUS B OIIAKOBKUTC 3a BBIIPOCHUTC
JICKapCTBEHU MPOJIYKTH;
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B) KOOpDAMHHMpPAHE Ha KOHTpOJIA, IIpU OOMYAHUTE YCIOBUS Ha yHoTpeda, BBPXY
JIEKapCTBEHUTE MPOAYKTH, 32 KOUTO MMa HM3/IaJCHU pa3pelicHHusi Ha TEPUTOpHUATA HA
OO6umocTTa, M OKa3BaHETO Ha KOHCYATALMM IO MEpKUTE, HEOOXOIUMH 32
ocurypsiBane Ha Oe3omacHata M e(eKTHMBHA yrmoTpeba Ha Te3u MPOIYKTH, IO-
CIELMAIHO Ype3 OLIEHSABAHE, KOOPJUHUpPaHE Ha U3IBIHEHUETO Ha 3abIDKCHUATA 110
(apMmakosoruyHaTa OIUTEIHOCT U KOHTPOJI BBPXY TOBA U3IIbIHEHHUE;

I) OCHUTypsIBaHE pa3MpOCTpaHEHHETO Ha wWHQopManusaTa 3a HEOIATONPUSITHUTE
peaxuuu crpsmMo paspemeHutre B OOIHOCTTa JIeKapCTBEHH MPOAYKTH C TOMOIIITa Ha
0a3a OT JaHHU, 10 KOATO IIbPXKABUTE-YICHKH pa3noJiaraT C IMOCTOSHEH JOCTHIT;
CII)KHTEIIMTE OT CHCTeMaTa Ha 3J[paBeola3BaHETO, TUTYISIPUTE Ha pa3pelIcHHs 3a
THPrOBHS U OOIIECTBEHOCTTA PA3Mojarar ¢ MOAXOASIIM HUBA Ha JOCTHII 10 Te3U 0a3u
JAaHHU TIpY rapaHTHpaHa 3alpTa Ha JIMYHaTa UHQopmanus;

1) TOATIOMaraHe Ha Jbp)KaBUTE-WICHKH 3a Obp30TO choOIaBaHe Ha MH(GOpMAIIUATA
3a  (apMakoJOorM4yHaTa OJUTENHOCT Tpel CIYXKHUTEIUTe OT CHUcTeMaTa Ha
3/IpaBEOIa3BaHETO;

€) pa3npocTpaHEeHHE Ha MOAX0Ad1a nH(opmanus 3a papmMakosoruyHara OIUTEITHOCT
Cpel ImMpoKaTa 00 IECTBEHOCT;

’K) OKa3BaHe Ha WH(OPMAIMOHHO CHACHCTBHE OTHOCHO MAaKCUMAIHHUTE IOMYCTUMU
CTOWHOCTH Ha OCTAaThUYHUTE BEIIECTBA OT BETEPUHAPHUTE JIEKAPCTBEHH MPOAYKTH,
KOUTO MOraT Aa ObJaT NPUETH Ype3 XPAHUTEITHHUTE HPOAYKTH OT >KUBOTHHCKH
npousxo B chotBeTcTBHE ¢ Permament (EMO) Ne 2377/90;

3) OCUTypsiBaHE€ HA HAayYHHM KOHCYITALlMM OTHOCHO NMpPHJIAaTaHETO Ha aHTHOMOTHLIU
BBpPXY ’KMBOTHUTE 332 IPOU3BOJCTBO HA XpaHU C OMJIEJ Ha CBEXKIAHETO 10 MUHUMYM
Ha U3rPaXJaHeTo Ha OakTepuaniHa Pe3UCTEHCTHOCT Ha TepuTopusaTa Ha OOIHOCTTA;
IIpU HEOOXOIMMOCT, TE€3U CBEJCHHUS CE aKTyaIu3HuparT;

M) KOOpJAWHHUpPAHE Ha MPOBEpKaTa Ha CHOTBETCTBHMETO C MPUHIMIMTE Ha aobpara
MPOM3BOJICTBEHA TMPAKTUKa, J00para JiaboparopHa MpakThka W go0paTa KIMHHUYHA
NpaKkTUKa W IMPOBEpKaTa 3a CIa3BaHETO Ha 3ab/DKEHUATA MO (apMaKoJIOTHYHATA
OIUTEIHOCT;

1) ocurypsiBaHe IpU IOUCKBAHE HAa HAYYHO-TEXHHUYECKO CBHICHCTBHUE C OINIEl Ha
nono0psBaHETO Ha CHTPYOAHHUYECTBOTO Mexay OOMHOCTTa, Ibp)KaBUTE-UICHKH,
MEXIyHapOJHUTE OpraHU3allMyi U TPETU CTPAHU MPU pa3pellaBaHETO Ha MpoOiieMuTe
OT HAay4yHO-TEXHMYECKO €CTECTBO BBB BPB3KA C OLICHABAHETO HAa JICKAPCTBEHUTE
OPOAYKTH, TO-CIIEHHATHO B KOHTEKCTa Ha OOCHKIAHMITA, OPTAaHU3UPAHHU B PAMKHUTE
Ha MEXIYHApOJAHUTE KOH PEepEeHIINU IO XapMOHU3AIUATA;

K) BOJICHE Ha OTYET OTHOCHO CTaTyTa Ha pa3pelIeHUsTa 32 ThPrOBUS C JICKAPCTBEHUTE
MPOJYKTH, TPEIOCTABEHU B ChOTBETCTBUE C Mpoleaypute Ha OOmHOCTTa;

J) ch3IaBaHe Ha 0aza JaHHM 3a JIEKapPCTBEHUTE MPOJYKTH, 10 KOATO Jla MMa JIOCTBII
OOIIECTBEHOCTTa, W OCUTypsIBaHE Ha HEHHOTO OCHBPEMEHSBAHE M YIpaBieHUE
HE3aBHCUMO OT (JapMaleBTUUHHUTE ApPYKecTBa; 0azaTa JaHHHU MOATIOMara ThPCEHETO
Ha WHQpOpMAIIHS, KOATO BEYE € pa3pellieHa 3a BKIIOYBAHE B JIMCTOBKU C YITBTBAHUS B
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OIIaKOBKUTE; ChIATa BKIIOYBA pa3/iel 3a JICKAPCTBEHHUTE NMPOAYKTH, pa3pelieHH 3a
npuiiaraHe BBPXY Jena; WHQOpManusTa, MpelIocTaBsHa Ha OOIIECTBEHOCTTa, Ce
dopMynupa 1o MoAXoAsII U JIECHO pa30MpaeM HauKH;

M) noanomarane Ha OOIHOCTTa U IbpKABUTE-UWICHKH BbB BPb3Ka C OCUTYPSBAaHETO
Ha uHpOpMAIUA 32 CIYKUTEIUTE OT CHCTeMaTa Ha 3/IpaBeola3BaHEeTO M IIMpPOoKaTa
0OIIIECTBEHOCT OTHOCHO OILIEHEHUTE OT areHIMATa JIEKAPCTBEHU MPOIYKTH;

H) MPEJOCTaBsSIHE Ha KOHCYATAIIUU Ha MPEANPUSITUSTA OTHOCHO PA3IMYHUTE TECTOBE U
U3NHUTBaHUS, HEOOXOIMMM 3a JIOKa3BaHE Ha KauyecTBOTO, O€3BpelIHOCTTa U
e KaCHOCTTa Ha JIEKap CTBEHUTE MPOIYKTH;

0) MIpOBepKa 3a CIa3BaHETO Ha YCIIOBUATA, pErIAMEHTHPAHH B 3aKOHO/IATEJICTBOTO Ha
OO0mHoCcTTa OTHOCHO JI€KAPCTBEHUTE MPOIYKTH U pa3pellleHusTa 3a ThPTOBUS B
cllydauTe Ha TapajeiaHa AUCTpUOYIHS Ha JIGKAPCTBEHU MPOIYKTH, Pa3pellieHH B
CBHOTBETCTBHE C HACTOAIIMS PETIAMEHT;

1) M3rOTBSIHE, MO McKaHe Ha OONHOCTTa, HA BCSIKAKBY JAPYTH CTAHOBUIIR, CBBP3aHH C
OIleHKaTa Ha JICKAPCTBEHHUTE MPOAYKTH MIIM U3XOJHUTE MAaTEpUAIIU, U3IOJI3BAHU MTPH
MPOU3BOICTBOTO HA JIEKAPCTBEHUTE MPOIYKTH;

P) B KOHTEKCTa Ha OMa3BaHETO Ha OOILIECTBEHOTO 3/IpaBe, ChOMpaHe Ha MH(OpPMaLHs
OT HAy4YHO €CTECTBO OTHOCHO TATOTCHHHUTE AareHTH, KOUTO Morar na Osbaar
U3IOJI3BAHM 32 BOJEGHE Ha OWMOJOTMYHA BOIHA, BKIIOYUTEIHO OTHOCHO
CHIIECTBYBAHETO Ha BAaKCMHU U JIPYTH JIEKAPCTBEHU MPOIYKTH, Upe3 KOUTO MOTAT Ja
Ce MPEAOTBPATAT UJIU JIEKYBAT MOPAXKEHUATA, IPUUMHEHH OT BBIIPOCHUTE areHTH;

C) KOOpAMHHpPAHE Ha KOHTPOJIa Ha KA4eCTBOTO Ha MYCKAaHUTE Ha I1a3apa JEKapCTBEHU
OPOAYKTH Upe3 M3UCKBAHE MPOBEXAAHETO, OT OPUIIMATIHU Ja0OpaTOPUM 3a KOHTPOJI
Ha JICKAPCTBEHUTE CPEACTBA MM JTa0OPAaTOPUHU, ONPENCICHH OT IbPKaBUTE-WICHKH
3a BBIIPOCHATA I1€J, Ha U3MUTBAHUS 33 MIPOBEPKA HAa CHOTBETCTBUETO C OPUIIMATIHUTE
crienupuKalmy;

T) ©KETOoJHO HW3Mpamn@aHe A0 OMWJKETHHS OpraH Ha IpwiaTa WHQOpMAIlMs, WMalla
OTHOILICHUE KbM PE3YJITATUTE OT MPOLIEAYPUTE MO OL[EHKATA.

2. bazara manHu, npensunueHa B maparpad 1, OykBa i), BKIO4YBa 000OIICHUATA HA
XapaKTepUCTUKATE Ha NPOAYKTUTE, TMpPEIHA3HAYCHUTE 3a MMAIUEHTUTE WIIU
MOTPEOUTEIINTE JUCTOBKA C YI'BTBAHUS B OIAKOBKHTE WM (PUTypupam@Ta BBPXY
eTuketnuTe MHMopmanus. PazpaborBanero Ha 0a3zaTa JaHHH C€ M3BBPIIBA HA €TaIH,
KaTO c€ JlaBa TMPHUOPUTET HA JIEKAPCTBEHHUTE IMPOMYKTH, PAa3peIIeHH CHIIIACHO
HACTOSIIMS PETVIAMEHT, U TPOAYKTUTE, pa3pelieHn cbriacHo maBa 4 ot msn |1l Ha
HupexrtuBa 2001/83/EO u HupexruBa 2001/82/EO. bazata naHHM MOJIEKH Ha
MOCIIEJBAIND pa3IMPsSBAHE C Ie7 BKIOYBAHE HAa BCHUYKM ITYCHAaTH Ha Ia3apa Ha
TeputopusaTa Ha OOIHOCTTA JIEKAPCTBEHHU MPOIYKTH.

B ciyuanTte, B KOMTO TOBa € 1enech00pa3Ho, 6azaTa OT TaHHU BKIIOYBA M MPEIPATKH
KbM JIaHHH OT MPOBEXKAAHU KbM TEKYLMs MOMEHT WUJIM Be4e MPUKITIOYMIN KIHHUYHU
W3MHUTBaHUS, ChABPXKAIM ce B 0a3UTe JaHHU 32 ChOTBETHUTE KIIMHUYHU U3MUTBAHUS,
npeasuaenu B wied 11 ot Jupexkrtua 2001/20/EO. B pamkuTe Ha KOHCYATAI[UH C
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IbpkaBuTe-wieHKH Komucusara myOiMKyBa pbKOBOJCTBA OTHOCHO THIIOBETE JaHHU,
KOUTO IOJUIekAaT Ha BKIIOYBAHE M 32 KOMTO MOXE Ja Oble paspeulieH IyOiaudeH
JOCTHIL.

Ynen 58

1. B xoHTekcTa Ha CBHTPYIHUUYECTBOTO CbCc CBETOBHATa 3paBHA OpraHU3AIUd
areHIMsITa MOXKE Ja M3rOTBS HAyYHH CTAHOBHUIA OTHOCHO OIIEHKaTa Ha HSIKOU
JIEKAapCTBEHU MPOIAYKTH 3a XyMaHHa yIMoTpeba, MpelHa3HaueHU HU3KIIOYUTEIHO 3a
nasapure U3BBH TepuTopusta Ha OOmHOCTTa. 3a Ta3W IeJ 10 areHIuATa Ce MoJaBa
3asBJICHUE B CBHOTBETCTBUE C pasnopendure oT wieH 6. Ciea KOHCYITaMH ChC
CaeroBHara 31apaBHa opranuzauuss KomMUTETHT N0 JI€KApCTBEHUTE MNPOAYKTH 3a
XyMaHHa YHOTp€6a MOKEC Ja U3TOTBU HAYYHO CTAHOBHUIIC B CbOTBCTCTBUEC C YJICHOBC
6 1 9. B To31 cityuait He ce mpuiarat padnopenoute Ha wieH 10.

2. [NocovueHUAT KOMUTET M3Pa0OTBA CIICIMATHU TPOLCIYPHH MPaBUia 3a MPHIIaraHe
Ha 4JieH 1, KaKTo ¥ 3a MpeJoCTaBsiHe Ha HAyYHU KOHCYITallUH.

Ynen 59

1. Arenumsta B3emMa MEpKd 3a TapaHTHpaHE Ha pPaHHO HACHTU(UIHMpaHE Ha
MOTEHIIMATHUTE U3TOYHHIM HA TPOTHBOPEUNE MEXy HEHHUTE HAYYHU CTAaHOBUIIA U
CTAaHOBUIIATA HA JpPYrHM OpraH", CH3IAAJCHH CHIVIACHO 3aKOHOJATEICTBOTO Ha
OO0mHOCTTa ¥ M3MBIHSABAIM 1M0100HA (PYHKIHS MO OTHOIICHHWE HA MPOOJIEMUTE OT
o011 nHTEpEC.

2. B cioydaute, B KOMTO areHIUATa WIACHTU(UIMpA TOTEHIMAJICH H3TOYHUK Ha
IIPOTUBOpPEYME HA CTAHOBHUIIATA, TS C€ CBBP3BA ChC 3aMHTEPECOBAHUSA OPraH C OIJIE]
Ha OCHUTYpSIBAHETO Ha YCJIOBMS 3a OOMEH Ha ChOTBETHaTa HaydyHa MHQopmanus u
YCTaHOBSIBAHE HA BBIPOCUTE OT HAYYHO ECTECTBO, IO KOUTO MOXE Ja HACTBIIH
MOTCHIMAIHO IPOTUBOPEYHE.

3. B cnydaute, B KOMUTO € Haluile (yHAAMEHTATIHO MPOTHUBOPEUYUE MO BBHIPOCHU OT
Hay4HO €CTECTBO M B KAYECTBOTO HA 3aMHTEPECOBAH OpraH Ce SBSBA areHLHS WU
Hay4eH koMuTeT Ha OOIHOCTTa, areHIUATa U ChOTBETHUST OpTaH PadOTAT 3a€HO 32
paspeliaBaHeT0 Ha MPOTUBOPEUMETO MM IPEJICTaBSIHETO HA CHbBMECTEH JOKYMEHT
npen Komucusra, u3scHsBaI MPEAU3BUKATUTE MPOTUBOPEUHE BBIIPOCH OT HAYYHO
ectecTBO. To31 TOKYMEHT ce MyOIMKyBa He3a0aBHO CJIe]] HETOBOTO IpUEMaHe.

4. OcBeH ako B Hacrosaums pernament, B JlupexkruBa 2001/83/EO unm {upexrupa
2001/82/EO He € mpeABUACHO JIPYro, B CIIy4auTe, B KOUTO € HaJHUIEe (hyHIaMEHTAIHO
IIPOTHBOpPEUHE 1O BBIIPOCH OT HAYYHO €CTECTBO M B KAYECTBOTO HA 3aMHTEPECOBAH
OpraH ce sBsiIBA OpraH Ha HAKOS OT Jbp)KaBUTE-WIEHKH, areHIMsATa WU
3aMHTEPECOBAHUAT HALMOHAIEH OpraH paloTAT 3aelHO 3a pa3pellaBaHETO Ha
IPOTUBOPEUYMETO MJIM IOATOTBSHETO HAa CBBMECTEH JOKYMEHT, W3sICHSBAIL
IpEeIU3BUKAINTE MPOTUBOPEUUE BBIIPOCH OT HAYYHO €CTECTBO. 103U JOKYMEHT ce
nyOnrKyBa He3a0aBHO ClIe]l HETOBOTO IIPUEMaHE.

Ynen 60
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[lo nckane Ha Komucusra areHuusta cpbOMpa, IO OTHOIIEHHE Ha pa3pelICHUs
JEKapCTBEH TMpOAYKT, LisylaTa HaluyHa UWHQoOpMauus 3a METOAMUTE, KOUTO
KOMIIETEHTHUTE OPraHU Ha AbP KaBUTE-WICHKHU ITPUJIArar 3a LEeJIUTe Ha ONPEACIIHETO
Ha Jjgo0aBeHaTa TepameBTMYHA CTOHHOCT, OCHUTYpeHa OT HOBHUTE JIEKAPCTBEHHU
MPOLYKTH.

Ynen 61

1. Cnen xoHCynTanuu ¢ YIPaBUTETHUS CHBET, BCAKA ABbpKaBa-dJIeHKA OMpPeess, 3a
CpOK OT TpH IOJAWHHU, KOHUTO MOXE aa 6T)IIC IpOABIIKCH JON'BIHHUTCIHO, CAUH YJICH U
€IMH aJTepHAaTHUBEH WieH 3a KoMuTeTa mo JeKapCTBEHUTE MPOAYKTH 33 XyMaHHa
yroTpeba ¥ eAWH YJieH M €IUH alTepHaTHUBEH WwieH 3a KomuTeTa mo JekapcTBEHUTE
MPOJIYKTH 3a BETepUHaApHa ynoTpeoa.

ANTepHATUBHUTE YICHOBE MPEACTABISABAT U IJACYBAT OT UMETO Ha YJICHOBETE MPHU
OTCBHCTBHUE Ha ITOCJIEOHUTE U MOTaT Ja JelCcTBAT KaTo JOKIAAYUIN B CHOTBETCTBHUE C
ujieH 62.

YneHoBeTe u AITCPHATUBHUTC YJICHOBE CC I/136I/IpaT B 3aBUCMMOCT OT TAXHATa pPoOJId U
OIIUT IIPU OLCHABAHCTO Ha JICKAPCTBCHUTC IMPOAYKTH 3da XYMAHHA W BCTCpHUHAPHA
yTIOTp€621 " OpeaACTaBJIsABAT KOMIICTCHTHUTC HAIMOHAJIHU OpTaHU.

2. KomutetnTe Morar aa u30UpaTr Haii-MHOTO TET JOMBIHUTEIHU YICHOBE, H30paHu
Ha 0a3aTa Ha TSAXHATa KOHKpPETHA HaydHa KOMIIETEHTHOCT. BBIIPOCHHTE YICHOBE Cce
Ha3HAYaBaT 3a CPOK OT TPH TOAMHU, KOUTO MOXeE J1a Ob/Ie MPOABIHKEH, U HE MOTaT Ja
ObIaT 3aMeCTBaHU OT aNTePHATHBHU YJICHOBE.

3a menuTe Ha wn300pa Ha IOCOYCHHUTE UICHOBE, KOMUTETUTE OIPEACNAT
cnenuuyHaTa JONBIHUTEIHA HayyHa KOMIETEHLMs Ha JOMBIHUTEIHUS(-UTE)
wieH(oBe). M30panuTe uneHoBe ce M30UpaT U3MEXKIY EKCIEPTH, HOMUHHMPAHU OT
JbPKaBUTE-WICHKU WM areHITHATA.

3. UneHoBeTe Ha BCEKM KOMHTET MOTaT Ja ObJaT MPHAPYKaBaHU OT CIICIHAIHCTH,
paboTeny B KOHKPETHU 00JIaCTH Ha HayKaTa UM TEXHHUKATA.

4. VBOBIHUTETHUAT JUPEKTOp Ha areHuusTa WJIA HEroB IMpEeACTaBUTE U
npencraButeny Ha Komucnsara ce ynbIHOMOL@BAT Ja IPUCHCTBAT HA BCUYKU
CbOpaHusi HAa KOMUTETHTE, PaOOTHUTE M HAYYHO-KOHCYITaTUBHHUTE TPYIU U BCHYKH
JIpyru cbOpaHUsl, CBUKAHU OT areHIUsATa WK HEHHUTE KOMUTETH.

5. Hapen cwc 3amauara cu 3a mpegocraBsine Ha OOIHOCTTA U HA IbPKaBUTE-WICHKU
Ha OOEKTUBHH Hay4YHM CTaHOBUIIA 110 TMPCACTABCHUTC HA TAXHOTO BHHUMAaHHUC
BBIIPOCH, YJICHOBETE Ha BCEKU KOMUTET OCUTYPSBAT YCIOBHS 3a 100pa KOOpIUHAIUS
MCKOY (1)YHK]_II/II/ITG Ha arcHuusTra u HeﬁHOCTTa Ha KOMIICTCHTHHUTEC HaIlMOHAJIHU
OpraHy, BKIIOUUTETHO KOHCYATATUBHUTE OpPraHH, HMal OTHOILIGHHE KbM
paspeleHusTa 3a ThPpTroBHUs .

6. UneHoBeTe HA KOMHTETUTE U CKCIICPTUTE, OTTOoBapsllId 3a OLCHKaTa Ha

JIEKApCTBEHUTE NPOAYKTH, IOJ3BAaT HAYYHUTE OLEHKHM M PECYpPCUTE, C KOUTO
pasmojarat MpeaoCTaBsAINMTE pa3pelieHns 32 ThPTOBUS HAIIMOHATHU OpraHu. Bcexu
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KOMIICTCHTCH HAIUOHAJICH OpraH KOHTPOJIHUPAa HAYYHOTO PaBHUIIC WU HE3aBUCHUMOCTTA
Ha HU3BBPIICHUTC OLICHKU MW IToAIIOMara }ICI\/'IHOCTI/ITG Ha Ha3HA4YCHHUTC YJICHOBC Ha
KOMHUTCTH U CKCIICPTHUTC. I[”bp)I(aBI/ITe"'IJ'IeHKI/I CC BB3ABbPKAT OT MNPEAOCTABAHC Ha
YICHOBCTC HA KOMHUTCTUTC W CKCICPTUTC HA KAKBUTO U [a ouiIo YKa3aHu,
HECHBMECTHUMH C TEXHHTE COOCTBEHHU HHIAVMBUOYATIHU 3ada4d HJIM ChC 3aJa4uTC U
OTTOBOPHOCTUTC HA ar€cHUUATA.

7. HpI/I HN3TOTBAHETO HA CTAHOBUIICTO BCCKW KOMUTET I10JIara MaKCMMaJIHU YCUJIUS 3a
IMOCTUIaHC Ha CAUHOAYHIMC I10 BBIIPOCUTEC OT HAYYHO CCTCCTBO. Ako TakoBa
CANHOAYIIME HE MOKC a 6’[),[[6 IIOCTUTHATO, CTAHOBHUIICTO C€ CBbCTOM OT ITO3MLMATA
Ha MHO3MHCTBO OT YJICHOBCTC MW pas3inyaBalllMTE CC IO3MIHNKW KW OCHOBaHHATA, Ha
KOHTO IIOYHUBAT CHIIUTC.

8. Bcexu komuTeT M3paboTBa CBOM COOCTBEH MPOIIEAYPEH MPABUITHHUK.
[To-KOHKPETHO TO3M MPABUIIHUK PETNIAMEHTHPA!

a) IpoIeIypUTe 32 Ha3HAYaBaHE U 3aMsHA Ha MpeiceiaTes;

0) mporienypu, Kacaey pabOTHUTE U HAYYHO-KOHCYJITATUBHUTE TPYIHU; U

B) IpoILIeypa 3a CHEIHO MPUEMaHe Ha CTaHOBHUIIQA, TO-CIEIMAaTHO IO OTHOIICHHE Ha
pasnopenOuMTe Ha HACTOANMS pPErIaMEHT, Kacaelld Ma3apHOTO HaOMIJeHHE U
dapMakoIoTHYHATA OTUTEITHOCT.

[IpaBUIHUKBT BiIM3a B CUJIA CI€J IOIY4aBAHE HA IIOJIOKUTEIHO CTAHOBHUILE OT
Komucusra nu YopaButennus cbBerT.

Ynen 62

1. B ciyqante, B KOUTO B CHOTBETCTBHE C PasNopeOUTE HA HACTOAIMS PENIAMEHT,
or Komurera mo jekapCTBEHUTE MPOIYKTH 3a XyMmaHHa ynorpeba, Komurera mo
PacTUTENHUTE JIEKAPCTBEHHU MPOAYKTH Wi KoMuTera o jekapcTBEHUTE MPOIYKTH 32
BETEpUHApHa YNoTpeba ObJe MOUCKAHO H3BBPILIBAHETO Ha OLEHKAa Ha JaJeH
JIEKAPCTBEH MPOJYKT, CbOTBETHUAT KOMHUTET ONpPENENs €AUH OT CBOUTE UYJICHOBE B
KaueCTBOTO MY Ha JOKIAUUK 3a LIeJINTE HAa KOOPAMHUPAHETO Ha BBIIPOCHATA OLICHKA.
CBOTBETHUAT KOMUTET MOXKE J1a ONPEAETIH BTOPU CBOM WIEH 3a ChAOKIAAUHK.

[Ipu mpoBexIaHe Ha KOHCYATAIUHN C HAYYHO-KOHCYATATUBHUTE TPYIHU, MPEIBUICHA B
yieH 56, maparpad 2, KOMUTETHT MPEAOCTaBsd HA CHIIMTE MPOEKTONOKIana(-UTe) 3a
OIl€HKaTa, U3rOTBEH (M) OT AOKIAIUMKa WK Ch0KIaaui Ka. CTAaHOBUILETO, MPUETO OT
HaydyHO-CBhBEIIIATEIHATA TpylMma Cce MPEeNoCTaBs Ha Tpeicenarens Ha CHhOTBETHHUS
KOMUTET 10 Ha4MH, KOWTO TrapaHTHpa CMa3BaHETO Ha CPOKOBETE, TOCOYECHHU B UJieH 0,
naparpad 3 u wien 31, maparpad 3.

ChlliecTBEHATa YaCT HA CTAHOBMILETO CE BKJIIOYBA B TEKCTA HA JIOK/IAJa 3a OIICHKATA,
MyOJIMKYBaH B ChOTBETCTBUE C WwieH 13, maparpad 3 u wien 38, maparpad 3.

HpI/I HaJIMUUEC Ha OTIIPAaBCHO HCKAHC 3a MPEpasllICKIAHC Ha HAKOC OT HCETOBUTC
CTaHOBHIIA, CbOTBCTHUAT KOMUTCT ONPEACIA APYT AOKIAAYMK U aKO € H€O6X0}II/IMO,
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JpyTr CBHAOKIATYUK HU3MEXKAY OIPEIEIeHUTE 3a II'bPBOHAYAIHOTO CTaHOBHILE.
[Iponienypara 3a mpepasmiexiaHe MOXKe Ja ce OTHACs €AMHCTBEHO JI0 IbPBOHAYAIIHO
UICHTU(UIIMPAHUTE OT 3asABUTENS BBIPOCH OT CTAaHOBHUIIETO M CE€ OCHOBaBa
U3KITIOYUTEIIHO Ha HAYYHUTE JaHHH, CHIICCTBYBAJIM KbM MOMEHTA Ha MPHEMaHEeTO Ha
I'bPBOHAYATTHOTO CTAHOBHIIE HA KOMUTETA. 3asiBUTENAT MOXKE J1a TOMCKAa OT KOMHUTETa
Jla TIPOBeEJIe KOHCYITALMHU C HaydYHO-ChBEIIATEIHATA TPYIa BHB BPB3Ka C BHIIPOCHOTO
npepasrexIaHe.

2. JIbpkaBUTE-4JIEHKA MPENOCTaBAT Ha areHUMsATa WMEHaTa Ha HAalMOHAJHHTE
eKCIIePTH C JIOKa3aH OMHT IPU OLEHSIBAHETO HA JIGKAPCTBEHUTE MPOIYKTH, KOHTO
Ouxa OuiaM Ha paslojoKeHue 3a paboTa B cbhcTaBa Ha PabOTHUTE WM HAYy4HO-
KOHCYITaTUBHUTE Ipynu KbM KomuTera mo jgekapcTBEHUTE MPOIYKTU 32 XyMaHHa
ynorpeba, KomMurera mo pacTuTeNHUTE JIEKApCTBEHU MpoaykTu muian KomwmTera mo
JIEKapCTBEHUTE TMPOJYKTH 3a BETEpUHApHA ymorpeda, 3a€THO C JTaHHU 3a TIXHATA
KBaIU (U KAIMsl 1 KOHKPETHUTE 001aCTH, B KOUTO ChIIMTE ca IPUIOOUIH CBOS OMHUT.

AFGHI_II/IHTa moaaAbpIKa TCKYIIO aKTYAJIIM3UPAaH CIIMCBK HAa aKPCAUTUPAHUTE CKCIICPTH.
CHHCBKBT BKIIOYBA CKCIICPTUTC, HUTHPAHU B MbpBa AJIWMHCA W JPYId IIPSAKO
Ha3HA4YCHU OT arcHOusATa CKCIICPTH. CHHCBKBT IMOMJIC)KHW HAa aKTyaJIu3UpaHC.

3. IlpemocraBsHETO Ha YCIYIM OT CTpaHa HAa MOKIATYMINTE HIM EKCIEPTUTE ce
OCBINECTBSIBA 10 CUJaTa HA MHUCMEH JOTOBOp, CKIIOYEH MEXIy arcHIUsATa u
3aMHTEPECOBAHOTO JMIIE WJIM KOTaTO TOBa € IIeNeChOOpa3Ho, MEXIy arcHIHITa U
HeroBus paboronaaTes.

3aMHTEPEecOBAHOTO JMIIE WJIM HETOBUST paboTojaTeN MoTydaBaT Bb3HArpaxJeHHUE B
CBOTBCTCTBHUC C Tapu(ba Ha TAaKCUTEC, MOMJICKAIlAa Ha IMpUJaraH¢ KbM HPUCTUTC OT
YrpaBuTenHus ChBET MpaBuiia 3a GuHaHCOBATa JIEHHOCT.

4. PeanusupaHeTo Ha YCIYrd OT HAYYHO €CTECTBO, 3a H3M'BIHEHHUETO Ha KOHUTO
CHINECTBYBAT HSAKOJKO ITOTCHIIMATHU JOCTABUMIIA, MOXE Ja OBbJe CBBP3aHO C
OTHpaBsHE Ha IOKaHA 3a JIEKIapupaHe Ha WHTEPEC, aKO HAYyYHO-TEXHUYECKUTE
o0cCTOsATEeICTBA O YCKAT TIOTOOHO JIEHCTBHUE M aKO MOCICTHOTO O0CTY)KBA 3a1a4UTe
Ha arcHIMATA U TO-CIEIHAIHO - MOTPEOHOCTTAa OT OCUTYpsIBAHE HAa BUCOKO HUBO Ha
3aImMTa Ha OOIIECTBEHOTO 3/PaBe.

yr[paBI/ITeJ'IHI/IHT CbBCT IIpUEMA MNOAXOJAIIM IPOHCAYpH II0 MNIPEAIOKCHHUE Ha
HU3IBJIIHUTCITHUA JUPCKTOP.

5. AreHuMsTa WM KOUTO U J1a OMJIO OT KOMUTETUTE, IOCOYEHH B WieH 56, maparpad 1
MOraT Jia MpUOErHaT 10 YCIYTUTe Ha €KCIIEPTH BBB BPB3Ka C U3IIBIHEHUETO Ha JIPYrU
crenuGUYHM 33/1a4M, 32 KOUTO ChIUTE OTTOBAPSAT.

Ynen 63

1. CpCcTaBbT Ha KOMMTETHTE, IMOCOYEHHM B wieH 56, maparpad 1, e mydauuHo
noctosiHue. [lpm  myOnamkyBaHeTo Ha  BCSKO HasHAYeHHWE CE€  YTOUYHSBA
npodecroHaIHaTa KBajiu (UKaIUsA Ha BCEKH OT YICHOBETE.
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2. YUneHoBere Ha YNPAaBUTETHUS ChBET, WICHOBETE HA KOMUTETHTE, JTOKIATUUIIUTE U
eKCIepTUTEe HsAMAT (UHAHCOBM MWJIM JIPYyTd HUHTEpecH BBHB (hapmalleBTUUHATA
WH]IyCTPUs, KOETO O 3aceTHaso TsaxHara 0e3mpuctpacTHocT. ChUMTE c€ aHTAKUpAT
Jla M3MBIHSBAT 33J]aYUTe€ CH OOCKTMBHO W B T0JI3a Ha OOINECTBEHHS MHTEPEC U Ja
MPENOCTaBAT TOAWIIHA JCKIApalus 3a CBOWTE (UHAHCOBH HWHTEpPECH. Bcuukm
HENPEKH MHTEPECH, KOUTO MOTAT J|a MMaT MOTEHI[MATHO OTHOIICHHUE KbM BBIIPOCHATA
WHJIYCTpUs, CE€ BIMCBAT B PETUCTBD, CHbXPAHSABAH OT AareHUUATA, 10 KOUTO IIpU
MOMCKBAaHE MOXKE Jla OBJ€ OCHUTYPEH JOCTBII Ha OOIIECTBEHOCTTa B OducuUTe Ha
areHIusITa.

KOI[CKCTJT 3a IMOBCACHHUEC HA arcHUUATA PErilaMCHTHpA IPUJIAraH€TO Ha HACTOAIIMA
YICH IPHU MOAXOAAII0 aKIICHTUPAHE HAa BBIIPOCA 3a IPUCMAHCTO Ha MOAAaPBIHU.

UnenoBere Ha YIpaBUTEIHUS CHBET, WICHOBETE HAa KOMHUTETHTE, NOKIANYULUATE U
eKCIIepTUTEe, YJacTBAalllM B 3aceJaHMsATa Ha pabOTHUTE TPyNUd Ha AareHIHsITa,
JIEKIapupaT Ha BCSIKO 3aceaHNe CBOMTE KOHKPETHH MHTEPECH, KOUTO MOTar Ja Obaar
BB3IPHUETU KATO HapyllaBalll TSXHATa HE3aBMCHUMOCT B KOHTEKCTA Ha 00CHKAaHUTE
BBIpOcH. Te3n AeKnapanuu ca MyoJIuYHO JOCTOSIHHE.

Ynen 64

1. M30pIHUTENHHUAT JUPEKTOpP C€ Ha3HadaBa OT YIPABUTEIHHUS CBBET IO
npennoxenue Ha KommcusAra 3a Cpok OT IET T'OJAMHM Bb3 OCHOBA HAa CIUCBK OT
3asBUTENN, NpeIIokeH oT Komucusra, ciieq] oTIpaBsiHE Ha I1OKAaHA 3a 3asBsBaHE HA
uHTEepec, nyonukyBaHa B Oguyuanen eecmuux Ha Eeponetickus cvio3 W APYIHA
nu3rouHuIM. Ilpenn camoTo Ha3HauaBaHE OMNPENENECHUAT OT YNPABUTEIHHUSA CHBET
KaHAMJIaT ce NMpUKaHBa Jja HallpaBU U3JI0KeHUE pel EBpornelickus napJaMeHT U aa
OTTOBOPHM HA BCUYKU BBIIPOCH, MOCTABEHHW OT YIEHOBETE Ha mociuenHus. Herousr
MaH/aT MOXKe Ja Ob/e MOoJHOBsBaH eaHOKpaTHO. [lo mpemnoxenue Ha Komucusra
YOpaBUTETHUAT CHBET MOXE Jia OTCTPaHU M3I'BJIHUTEIHUS TUPEKTOP OT 3a€MaHusl OT
HETO IOCT.

2. BObIHUTEIHUAT IUPEKTOP € 3aKOHEH MPEICTaBUTEN Ha areHiusara. Toi oTroBaps
3a:

a) ©KEHEBHOTO aIMAHHUCTPATHBHO YIIPABJICHNE Ha arCHIHATA;
0) ympaBJIEHHETO HAa PECYpCUTE Ha arcHIUATa, HEOOXOAUMH 3a IPOBEKAAHETO Ha
JNeHOCTTa Ha KOMHUTETHTE, IOCOYEeHM B ujeH 56, maparpad 1, BKIIOUUTEIHO

OCUTYPABAHETO HA MOAXOAAIO HAYTYHO-TCXHUYCCKO CL,Z[GI\;ICTBI/IC;

B) OCUTypsIBaHE CIIa3BAHETO Ha ONPEJENICHUTE B 3aKOHOJATEICTBOTO Ha OOIHOCTTA
CPOKOBE 3a IPUEMaHEe Ha CTAHOBUIIATA OT arcHIIUATA;

T) OCUTYPSIBAHETO HA HaJJIS)KHA KOOPAMHAIIMS MEXy KOMUTETUTE, TIOCOYCHHU B WICH
56, maparpad 1,

,I[) HU3rOTBAHETO HA IPOCKTUTE HAa OTUETHUTE 3a IPUXOAUTEC U pa3XOJUTEC Ha arCHUUATA
1 U3IIBIHCHUETO HAa HEMHUSA 6I-O,[[)K€T;
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€) BBIIPOCUTE, Kacaellld IIePCOHAIa;
K) IPEIOCTaBSIHETO HA CeKpeTapuar Ha YIIPaBUTEIHUS ChBET.

3. Bcska roauHa UM3MBIHUTEIHUST JUPEKTOp TMpeAcTaBs 3a O0J00peHHe OT
YropaBuTenHUS ChBET MPOESKTOMOKIA 32 IEHHOCTTa HA arcHIUsTa Mpe3 MpeaxoaHaTa
roAMHa W TMPOCKT 3a paboTHA Tporpama 3a CleIBalaTa TOAWHA, KAaTO IPaBU
pasrpaHMYeHre MeXAy JAEeHHOCTHUTE Ha areHIusATa, CBbP3aHU C JIEKAPCTBEHUTE
OPOAYKTH 32 XyMaHHa ymoTpeda, JeHHOCTHTE, CBBP3aHH C PACTUTEITHUTE
JICKAPCTBEHU TPOAYKTH M JCHHOCTHUTE, CBBP3aHH C BETCPUHAPHUTE JICKAPCTBCHU
MPOJIYKTH.

[IpoekronokiaabT 3a JEHMHOCTTA Ha areHIUATa Ipe3 MpeIxo/iHaTa TolMHa BKIOYBA
uHopmanuss 3a Oposi Ha OLEHEHUTE OT areHIMsATa 3asBJICHUS, BPEMETO 3a
U3BBPIIBAHE HA BBIPOCHUTE OIEHKA M JICKAPCTBEHUTE NPOIYKTH C U3JAJCHHU,
OTKa3aHU WJIM OTHETH Pa3pelieHusl.

Ynen 65

1. YnpaBUTETHUAT CBBET CE CHCTOM OT IO €AMH IPEACTABUTEN OT BCSAKA IbpKaBa-
4JleHKa, JBama IpeacraButend Ha Komucusara W JBama NpEACTaBUTEIN Ha
EBporneiickus mapiameHT.

OcBeH TOBa, JBaMa MPEACTABUTEIM HAa OpPraHU3ALMUTE Ha MalMEHTUTE, €IUH
MPEACTABUTEN HA JICKAPCKUTE OPraHU3allMi U €MH NPEACTABUTEN Ha OPraHU3alunuTe
Ha BETEpPUHAPHUTE CHEIUAIMCTA ce€ Ha3HayaBaT oT CbBeTa B paMKUTE Ha
KOHCynTauuu ¢ EBporeiickus mapiaamMeHT Bb3 OCHOBa Ha U3roTBeH ot Komwucusra
CIHCHK, BKIIOYBAILl 3HAYUTEIHO MOBEYE KAHAWAATH OT NPEABUJICHUTE JUITBXKHOCTH.
MzrorBenusar or Komucusra cnuchbk ce usnpama 10 EBponeiickus napaaMeHT 3aeIHO
ChC CHOTBETHHUTE JOKyMEHTH. [I0 BB3MOXHO Hal-Obp3us HAYUH U HE MO-KbCHO OT
TpU Mecela cliell HoTuguuupanero, EBponelickusar mapiaMeHT MOXKe J1a Ipe/iCTaBu
CBOETO MHEHHE 3a pasmiexzaaHe oT CbBera, ciel KOETO MOCIEOHUST Ha3HauaBa
YnpaBUTETHHS CHBET.

UieHoBeTe HAa YNPABUTEIHMUS CBBET CE ONPEACHAT II0 HAYUH, KOWTO TapaHTupa
BB3MOXKHO Hal-BUCOKO HUBO Ha €KCIlepTHA KBalu(UKalUs, MIMPOK CIEKTHp Ha
HaTpylaHusi B CBOTBETHATa 00JacT OMUT M BB3MOXKHO Hal-IIMPOKO Treorpadcko
IIPEACTABUTEICTBO B EBpPOIIECKUS CBIO3.

2. UnenoBere Ha YIpaBUTEIHHS CBBET CE Ha3HA4aBaT Bb3 OCHOBA HA TEXHUSA
KOHKpETEH OMUT B yIpaBlIeHCKaTa cdepa U ako € MPUIIOKUMO, Bh3 OCHOBA Ha OMHUTA
UM B 00J1aCTTa Ha JIEKAPCTBEHUTE MPOAYKTH 32 XyMaHHA UJIM BETEpUHApHA ynoTpeda.
3. Beska nbpaxkaBa-wieHka M Komwucusita ompenenst CBOUTE INPEACTaBUTEIM B
VYnpaBuTenHus CbBET, KAaKTO W QITEPHATUBHU YJIEHOBE, KOUTO WIE 3aMECTAT
OTCBHCTBAIMTE WICHOBE U 1IE IIACYBAT OT TSIXHO UME.

4, MaHaThT Ha IPEICTAaBUTEINTE € TPU TOAUHU. Toi MOXKe Aa Ob/ie MPOabIKaBaH.

5. YopaBuTenHUST ChBET U30Mpa CBOM MpeceaaTeN U3MEXKTy CBOUTE WICHOBE.
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MaHJIaT’BT Ha mpeaccaarciil € Tpu roavHu W U3THU4Ya, KOraTo ChbIIMAT IMPECTAaHC A
Oble wWieH Ha YNpaBUTEIHHS CbBET. MaHAAaThT MOXe Ja Oblie MPOIbKaBaH
€THOKPATHO.

6. Pemmenusara Ha yr[paBI/ITCJ'IHI/IH CbBCT CC NPpUEMAT C MHOBUHCTBOTO OT ABC TPCTU OT
HECIrOBUTEC YJICHOBC.

7. YIIpaBUTENIHUS CBBET IIpUEMa CBOM MPOLIENYPEH IPABUITHUK.

8. ynpaBI/ITCHHI/IHT CBBCT MOXKC Ja KaHU MPEACCHATCIIUTC HA HAYYHHUTC KOMUTETH Ja
MNpUCHCTBAT HA HCTOBUTC 3aCCHAH U, oe3 ChIIMTC J1a UMAT IIpaBoO Ha IJ1ac.

9. YnpaBUTeTHUAT ChbBET 0100psiBa TouIHATa pabOTHA MporpaMa Ha areHIusATa u s
u3npaiia Ha EBponeiickus napnament, CbBeta, Komucusra u 1bp:kaBuTE-4JICHKH.

10. YrpaBuTenHUAT ChbBET MpHeMa FOJUIIHMS JOKIAJ 32 ICHHOCTTA HA areHIUATa U
ro u3npam@ Hail-kbcHO 110 15 tonu Ha EBponeiickus napnament, ChBera, Komucusra,
EBporneiickuss ”KOHOMUYECKH B COIHalIeH komMuTeT, CMeTHaTa majara u Jbp)KaBUTE-
YJICHKH.

Ynen 66
YpaBUTENHUSAT CHBET:
a) mIpueMa CTaHOBHMIIE OTHOCHO THpoueAaypHHs mnpaBuiHUK Ha Komurera mno
JICKApCTBEHUTE MPOJYKTH 3a XyMaHHa ynoTpeba m KomuTtera mo JeKapcTBEHUTE
MPOJIYKTH 3a BETepUHapHa ynorpeda (wieH 61);
0) mpuemMa MpoueaypH 3a MPEIOCTaBsIHE HA HAYYHU YCIyrH (WieH 62);

B) Ha3Ha4YaBa U3IIBIHUTEIHUS TUPEKTOp (WieH 64);

) mpreMa roauIHara paboTHa MmporpamMa u s u3npaiia Ha EBporeiickus mapiiaMeHT,
CoBera, Komucusra u 1ppkaBUTe-4IeHKU (WieH 65);

1) 000psiBa TOAM IIHUS TOKIAJ 3a ISHHOCTTa Ha areHIUATa U I'o U3Mpallid Halk-KbCHO
no 15 ronm wa EBpomeiickus napiament, CobBera, Kommucusita, EBpomneiickus
UKOHOMHYECKH U COIlMaieH KomMuTeT, CMEeTHATa Imajara u JbpKaBUTe-WICHKA (YIeH
65);

€) mpuema OroJKeTa Ha areHuusTa (wieH 67);

) TIpreMa BBTPEIHUTE MpaBuia 3a GuHaHCOBATa JAEHHOCT (WwieH 67);

3) mpueMa pasnopeadu 3a npujaraHe Ha pasnopeaduTe 3a nepcoHana (wieH 75);

M) pa3BHBa KOHTAKTH ChC 3aMHTEPECOBAHUTE CPEOW M YCTAHOBSIBA MPHIIOKUMHUTE
ycnoBus (4ieH 78);
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i) mpuema pasnopendu 3a OKa3BaHe Ha ChAeWCTBHE Ha (papManeBTUYHUTE (PUPMHU
(unen 79);

K) MpueMa MpaBWiIa 3a OCUTYpsBaHE Ha MYONUYEH AOCTHI 10 MHGOpMauusTa 3a
paspelaBaHe WM KOHTPOJ Ha JIEKapCTBEHUTE MPOoAyKTH (uieH §0).

I'naBa 2
DuUHAHCOBY pa3Mnopeadon

Ynen 67

1. 3a Bcska (¢uHaHCOBa TOAMHA, CHOTBETCTBAlllA HA KaJeHJapHaTa TOAWHA, B
OrojKeTa Ha areHIMsITa ce U3TOTBSAT U OTPa3sBaT Pa3ueTH 3a MPUXOUTE U Pa3XOJUTE
Ha areHuusITa.

2. OtpazenuTte B OI0/pKeTa MPUXOAM U Pa3Xo/au cienBa ja ObaaT B OayaHc.

3. IlpuxoauTe Ha areHIUATA C€ CBCTOST OT BHOCKM OT OOIHOCTTA U 3aIlJIallAHUTE OT
NPEINPUSTUATA TAKCH 32 TPUI00MBaHE U MOUIbPKAHE Ha Pa3pelieHHsTa 38 ThPTOBUS
Ha OOIHOCTTa U IPYTU YCIYTU, OCUTYPSIBAHU OT areHIUATA.

EBponeiickusat nmapiameHT 1 ChBEeTHT (II0-HATATHK HAPUYAHU ~OFOJDKETHH OpraHu’)
npepasniexjaaT, KoraTo ToBa € Heo0X0AUMO, pa3Mepa Ha (PMHAHCOBOTO ydacTHE Ha
OO6umocTTa NOCPEICTBOM OIIEHKAa Ha MOTPEOHOCTUTE M KAaTO B3eMaT O] BHUMaHUeE
pa3Mepa Ha CbOTBETHUTE TaKCH.

4. JleitHocTUTE, CBBP3aHU C (PapMaKoJIOTHMYHATa OAUTEITHOCT, (PYHKIMOHUPAHETO Ha
KOMYHUKAIlHUOHHUTE MPEXH W TNa3apHUTE HaOoneHHs ca OOeKT Ha MOJAXOJSIIO
IbP’KaBHO (PMHAHCHPAHE, CbOTBETCTBAILO HA BB3JI0KEHHUTE 33/1a4H.

5. Pa3xoauTe Ha areHHuATa BKIKOYBAT BB3HAIPAXICHHUS 3a [EPCOHAIA,
aJIMUHUCTPATUBHU U MH(PACTPYKTYPHU Pa3XOJU U Pa3XoJy 3a NEHHOCTTA, KaKTo U
pa3xoau, MPOU3TUYALM OT CKIFOUYEHUTE C TPETU CTPAHU TOTOBOPH.

6. B3 ocHOBa Ha pa3pabOTEH OT MBIIBIHUTEIHHS IUPEKTOP MPOCKT YMPABUTEITHUST
ChbBET H3IrOTBSI €XKErOJIcH pa3dyeT Ha MPUXOJUTE W pa3XOAUTE Ha areHUuATa 3a
cienBamara (uHaHCOBa ToAMHA. TO3M pa3ueT, KOUTO ChIbpPKa MPOCKT 3a IIATHUTE
CIY)KUTEIIM, C€ H3MIpalia Hail-kbCHO 10 31 MapT oT VYhpaBUTENHUS CBBET Ha
Komucusra.

7. PazuerpT ce wu3npama ot Komucusta Ha OIOPKETHHS OpraH 3aeiHO C
IpEeIBAPUTEITHUS MPOEKT 3a 00111 OroKeT Ha EBponeiickust cpio3.

8. Bp3 ocHOBa Ha pa3uera, Komucusra BKIOUBa B MPEABAPUTEITHHUS MPOSKT 3a OOIIL
OropkeT Ha EBpomeiickust Chi03 pa3deTHTe, KOUTO ChIATa CUNUTa, 4€ ca HEOOXOaMMHU
32 M@ATHOTO pa3lMCcaHue, W pa3Mepa Ha CYOCHUIMHTE, KOUTO TpsiOBa jaa Obaar
OTUYHUCJICHH OT OOIMs OIOKET, KOMTO ChIATa MPeICTaBs Mmpe] OFKETHUS OpPraH B
CBOTBETCTBHUE ¢ WwieH 272 ot JloroBopa.
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9. BropkeTHUST OpraH pas3pellaBa OTIYCKAHETO HAa CYMHUTE MO MpeJHa3HAYeHUTE 3a
areHIusATa CyOCUAUH.

BIOI[}KGTHI/ISIT OopraH Npue€Ma MATHOTO pasnIMCaHUEC Ha arcHIusATa.

10. YnpaBUTETHUAT CBHBET MpHeMa Orokera. Bro/mkeTsT mpuaodOuBa OKOHYATEIECH
XapakrTep cliel OKOHYATeIHOTO NpueMaHe Ha oOums OrwopkeT Ha EBponeiickust cbros.
Io nenecb00pa3HOCT TOM MOXeE 1a ObJIe ChOTBETHO KOPUTUPAH.

11. Besika mpoMsiHa B IIATHOTO pa3lMCcaHue U B OIOPKETa Ce U3BBPINBA Bb3 OCHOBA HA
OIOJDKET 32 M3MCHECHHE, KOWTO ce M3Ipama ¢ WH(QOpMaTHBHA Iel JIO OJKCTHUS
OpraH.

12. BbB BB3MOXKHO Hal-KpaTbK CPOK YIPaBUTETHUAT CbBET HOTU(UIIHpA
OIOJKETHUS OpraH 3a €BEHTYaJIHOTO CH HAMEPEHHE Ja Pealu3upa IMPOEKTH, KOUTO
O0MXa MMalu 3HAYUTEIHHM MOCIeIUIM 32 ((MHAHCHPAHETO Ha HEroBus OIOJUKET, IMO-
CIEIMAIIHO IIPOEKTH, CBBP3aHU ChC COOCTBEHOCTTA, HAIPUMEP TaKWBa, MPEIBHKIAAIIH
HaeMaHe WJIM 3aKyllyBaHEe Ha crpajau. YIpaBUTETHUAT cbBeT MHGopmupa Komucusra
3a TOBA.

B cnyuanTe, B KOMTO KIOH Ha OIOJDKETHUS OpPTaH € HOTU(HUITHpaT HaMEPEHUETO CH Ja
MPEIOCTAaBU CTAHOBUILE, ChbLIIMAT U3IIPalia CTAHOBUILETO CU 10 YIIPAaBUTEIHUS ChbBET
B CPOK JIO IIECT CEJIMHIIU OT JaTara Ha HOTH(QUIIMPAHE Ha MTPOEKTA.

Ynen 68
1. IBIbIHUTETHHUAT AUPEKTOP M3ITBIHABA OFO/KETa Ha areHITUATA.

2. Haii-xpcHO 1m0 1 MapT cien NPUKITIOYBAHETO HAa BeAka (MHAHCOBA TOJMHA,
IJIaBHUAT CYETOBOAMTEN HA arcHLMATA MPENOCTaBs HA ITIaBHUS CYETOBOAMTEN HaA
Komucusita mpenBapuTenHu pa3dueTd M OTYET 3a YINpaBICHMETO Ha OopkeTa u
¢uHaHCcUTE 3a TeKylaTa (uHaHcoBa roguHa. [ maBHuAT cueroBonuren Ha Komucusra
o0eMHsABAa NPEABAPUTEIHUTE pPa3ueTH Ha HMHCTUTYLMHUTE U JACLUEHTPAIU3UPaHUTE
opranu B cbhoTBeTcTBUE ¢ wieH 128 ot IlpaBminuka 3a ¢uaancoBata naeiiHOCT,
OPUIOKUM KbM oOums Oromkxer Ha EBpomelickute o6umoctu (Hapu4aH OTTYyK
HaTaThK OO0 MpaBUIHHUK 3a (PMHAHCOBATa ICHHOCT”).

3. Haii-xbcHO 1m0 31 MapT cien MpUKIIOYBAHETO Ha BCAKa (puHAHCOBA TOAMHA
MIaBHUAT cueroBoauTen Ha Kowmwucusra mnpemoctaBs Ha (CMeTHara mnanara
IpEIBapUTEIEH CUETOBOJAEH OTYET Ha areHIUATa U OTYET 3a YIPaBJIEHHETO Ha
Oropkera W (¢QUHAHCUTE TIpe3 wu3Teknata ¢uHAHCOBA ToawHA. OTYETHT 3a
yIpaBJIeHUETO Ha OrkeTa M (UHAHCUTE 3a CHOTBETHATa (PMHAHCOBA TOJUHA CE
u3Ipala cpo Taka u 10 EBponeiickus napaameHT u CbBeTa.

4. Ilpu nonywyaBaHe Ha craHoBulleTO Ha CMeTHara majnara MO MpPeIBapUTEIHUS
CYETOBOJICH OTUYET Ha arcHIMATa B ChOTBETCTBHE € WieH 129 oT o01ms mpaBUITHUK 32

19 permament (EO, EBpatom) Ne 1605/2002 na CobBeTa oT 25 roHu 2002 1. 0THOCHO MpaBWIHHKA 32
(¢uHaHCOBaTa NEWHOCT, MPHIOKUM KbM oOmms OromkeT Ha EBpomeiickute obmHoctn (OB L 248,
16.9.2002 r., cp. 1).
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(I)I/IHaHCOBaTa I[CI\/JIHOCT, HUSIBJIHUTCIHUAT JUPCKTOP HM3rOTBA HAa CBOA OTTOBOPHOCT
OKOHYATCIIHUA TOAWIICH CYCTOBOACH OTYET Ha arcHuouiaTa W ro uwsmnpama g0
ynpaBI/ITeHHI/IH CBbBCT 3a U3rOTBAHC HA CTAHOBUIIIC.

5. YHpaBI/ITeJ'IHI/IﬂT CBEBET Ha arcHOusATa MpeACTaBsd CTAHOBHIIC IO OKOHYATCIIHHA
TOAUIICH CYCTOBOACH OTYCT Ha arCHIUATA.

6. Haii-xbcHO 1m0 1 rOoNMM ciieq TPUKIIOYBAHETO Ha BCAKAa (PMHAHCOBA TOIMHA,
W3I'BJIHUTEIHUST AUPEKTOP M3Mpallld OKOHYATEIHUS TOJMIIEH CYETOBOACH OTYET Ha
EBponeiickus napinament, CwBera, Komucusra m CmerHara najata 3a€lIHO CbC
CTAHOBUILIETO HA YTIPAaBUTEIHUS ChBET.

7. OKOHYATETHUAT TOJUIICH CUETOBOJIEH OTYET CE I yOJIUKYBA.

8. MBI'bIHUTENHUAT AUPEKTOP HA areHuMsATa usnpama Ha CMeTHaTa rnajgata OTTOBOP
[0 HEMHOTO CTaHOBHUIIEHAN-KbCHO 10 30 cenTeMBpu. VBMBIHUTENHUAT IUPEKTOP
U3Ipala TO3U OTTOBOP ChILO Taka U Ha YIIPaBUTEIHUS ChBET.

9. MBOBIHUTENHUAT TUPEKTOp IpenocTaBss Ha EBpomeickus mapiaMeHT MO HEroBO
UCKaHEe BCsiKa MH(popManus, HeoOxXoauMa 3a IIaJKOTO MpHJIaraHe Ha Mpoleaypara 3a
0CBOOOXKIaBaHE OT OTTOBOPHOCT 3a BBIIPOCHATa (pMHAHCOBA TOIMHA, IPEIBU/ICHA B
e 146, maparpad 3 ot oO1ms MpaBHITHUK 32 (UHAHCOBATa IEWHOCT.

10. Ilo nmpenopbka Ha ChBeTa U B3 OCHOBA Ha KBAJIU (PUIIMPAHO MHO3UHCTBO, 10 30
anpun Ha ronguHa N+2, EBpomneickusT mapiaMeHT OCBOOOXKIaBa OT OTTOBOPHOCT
U3II'BJIHUTEIHUS TUPEKTOP MO OTHOILICHUE Ha U3MBIHEHUETO Ha OI0JpKeTa 3a roAuHa

N.

11. IlpunoxxuMuTe 1Mo OTHOLICHUE Ha areHusATa (MHaHCOBH MpaBHIa ce IpUueMaT OT
VYnopaButennus cbBer cien koHcynrauuu ¢ Komucusra. Cpumre HEe Morar ja ce
OTKIOHsABAT OT pasnopendoute Ha Permament (EO, EBparom) Ne 2343/2002 na
Komucusra or 19 HoemBpu 2002 r. OTHOCHO paMKOBHS NPaBUIHUK 32 (pUHAHCOBUTE
JEHHOCTH IO OTHOIIGHHE Ha OpraHuTe, mocoyeHu B wieH 185 ot Permament (EO,
EBpatom) Ne 1605/2002 ma CobBera 3a IpaBUIHHMKA 32 (DMHAHCOBUTE JICHHOCTH,
IPUIOKKEM [0 OTHOLICHHE Ha 00ums 6lomkeT Ha EBponeiickute o6mmoctn®’, ocBem
ako TOBAa HE ce Hajara OT crneuu(uuHu ChOOpakeHUs, Kacaeu AEWHOCTTa Ha
areHuusTa, ¥ He Ob/ie MOAKPENEHO OT MPeIBApUTEIHOTO chrlacue Ha Komucusra.

Ynen 69

1. 3a Oopba ¢ wu3MaMuTe, KOpYHIUATAa M JAPYrH TPOTHBO3AKOHHH JEHHOCTH,
pasnopeaodute ot Permament (EO) No 1073/1999 ma EBpomeiickus mapiaMeHT U
CoBera ot 25 Maii 1999 r. oTHOCHO pa3sciieBaHusATa, IPOBEXAaHU OT EBponelickata
ciyx6a 3a Gop6a ¢ mamamute (OLAF)?Y, ce mpuiarar Ges orpaHndeHusl.

2. AreHnusTa ce MPUCHENIUHSIBA KbM MEXIYMHCTUTYLIHOHATHOTO CIIOPa3yMEeHHE OT
25 mait 1999 1. OTHOCHO BBTpPENIHUTE pas3cienBaHus or EBpomelickata ciyx0a 3a

22 OB L 357, 31.12.2002 r., c1p. 72.
2LOB L 136, 31.5.1999 r., c1p. 1.
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o6opoa ¢ wusmamute (OLAF) um BBBexIa HE3a0aBHO MOIXOSIM pasnopendH,
IMPHUIJIIOKHUM KbM BCHYKU CIIYKUTCIIM HA arCHOUATA.

Ynen 70

1. CtpykrypaTa M pa3MepbT Ha TakCHTe, IOCOYeHHM B wieH 67, maparpad 3, ce
ycTaHoBsiBaT oT CbBeTa NpH cla3BaHEe Ha MpeaBUieHUTE B JloroBopa yciaoBus, IO
npepioxxenue Ha Komucusra, cien koHcyntauuu Ha Komucusra ¢ opraHu3aluure,
OpEeICTaBIsABAIM HHTEpPECUTe Ha (apMaleBTUYHATA MPOMULUIEHOCT Ha HHUBO
Ob6mmHocTTA.

2. He3aBucuMoO OT TOBa ce MpHeMaT pa3nopen0n ChITIacCHO MpoleaypaTa mno wieH 87,
naparpad 2 3a ompezensHe Ha OOCTOSITENICTBATA, NMPU KOUTO MAJIKUTE W CPEIHUTE
TPEIIPUSTUST MOTAT Jia 3alljlaliaT TakCH B HaMalleH pa3Mep, Ja OTJarar IiamaHusTa
Ha TaKCUTC WUJIN a IoJiydaBaT aAMUHUCTPATUBHO C’bI[GfICTBHC.

I'maa 3

O0um pa3nopeadu OTHOCHO ATeHIMATA
Ynen 71

AreHnusITa € TIpaBeH CyOCKT. BBB BCsAKa OT ABpIKAaBUTE WICHKU arcHIIMATA CE MOJ3Ba
OT BB3MOXKHO HaH-ITbJIHATA JEECIOCOOHOCT, MPEJOCTaBsIHA Ha IOPUIMYCCKUTE JIHIIA
M0 3aKOHUTE Ha ChOTBETHATA JbpkaBa. ChIlaTa MOXKe MO-CHeUaIHo Ja MPUI0o0nuBa
UJIM pasnojiara ¢ JBMKMMO U HEJIBUKMMO HUMYIIECTBO, KAKTO M Ja ObjJe CTpaHa 1o
CchIAeOHU Jeia.

Ynen 712

1. JloroBopHaTa OTrOBOPHOCT Ha areHIUATAa C€ YpexJa OT MNPUIIOKHUMUTE KbM
ChOTBETHUTE JoroBopu 3akoHHU. ChHAbT Ha EBpomeiickuTe OOIHOCTH pasmoiiara ¢
IOPUCAMKIIUATA CHIVIACHO apOUTpaXHUTE KIay3d, ChABPKALM C€ B CKIOYCHUTE OT
arcHIusATa 10roBopu.

2. I_HO C€ OTHaACd A0 HEOAOroBopHara OTIOBOPHOCT, ar€HOUATAa B CBOTBETCTBUE C
O6LL[[/ITC IMPpUHLMIIA, Ilef/'ICTBaH_[I/I CBITIACHO 3aKOHOAATCJICTBATA HA AbpPKAaBUTC-YJICHKHU,
BB3CTAaHOBsABA BCHUYKW BPCAW, NPUYHMHCHU OT CaMaTa HESA HUIIN HEHHUTE CIIY>)KUTCIIN
IIpH UBIMIBJIHCHUECTO HAa TCXHUTEC 3aIBJIKCHH .

Copapr Ha EO pasmomara ¢ OpPUCAUMKIMSA 1O BCEKM CHOpP, OTHACSIL CE€ JI0
BB3CTAHOBSIBAHETO Ha BCsIKa TOI00HA Bpea.

3. JImunara OTTOBOPHOCT Ha CIYXUTCIIMTEC 11O OTHOLICHUE HA arCHOUATa CC ypeKaa
CbC CbOTBCTHUTC IIpaBUJid, IpUJIaraHy IO OTHOHICHUEC HA IIEPCOHAJIA Ha arCHIUATA.

Ynen 73
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[lo oTHOIIEHHE HA HAMUPAIIMTE CE B arcHIMATA JOKYMEHTH ce mpmiara PeriameHT
(EO) Ne 1049/2001 na EBpomeiickust mapnameHT u Ha CwBera oT 30 mait 2001 .
OTHOCHO MYOMUYHUS AOCTHII 10 TOKyMeHTUTe Ha EBponeiickus napnament, CbBeTa u
Komucusra?.

B cpotBercTBHE ¢ wieH 2, maparpad 4 ot Permament (EO) Ne 1049/2001, arennusrta
BBBEXK/A PETUCTBP, UpPe3 KOWTO OCHTYpSiBA HA PA3MOJIOKEHUE BCHYKUA JOKYMEHTH,
KOWTO ca OOIIECTBEHO JTOCTBITHU 110 CMHCHJIa Ha HACTOSIIMS PETJIAMEHT.

YopaBuTenHuAT CbBET IpuemMa Mepkud 3a npuwiarane Ha Permament (EO) Ne
1049/2001 B cpok 110 miecT Mecena ciie]] BAU3aHETO B CHJIa Ha HACTOSIIMSI PETJIaMEHT.

Pemenusita, B3eManu OT areHUusATa B CboTBEeTCTBUE C WwieH § oT Permament (EO) Neo
1049/2001, morar n1a mopoAsST HEOOXOAMMOCT OT BHACsSHE Ha kayiba 10 oMOyacMaHa
UM Ja TOCHy)XaT Karo MpUUYMHA 3a 3aBekaaHero Ha jaeno B Cwma Ha EO mpwm
YCIIOBMSTA, IPEIBUACHH ChOTBETHO B uiieHoBe 195 u 230 ot Jlorosopa.

Ynen 74

HpOTOKOJ'I’bT OTHOCHO IMPUBUJICTUUTC U UMYHUTCTUTC Ha EBpOHCfICKHTC O6H_[HOCTI/I CcC
ImpuJjara 1o OTHOMCHWEC HA arCHIMATA.

Ynen 75

3a mepcoHaJa Ha areHUuATa BaXKaT NMpPaBMJATa M NPABUIHULMTE, MPHJIAraHU I10
OTHOLIEHHE Ha JUITBXHOCTHMUTE JIMIA M OCTAaHAJMTE CIy)KUTenu Ha EBpomnelickure
obnmHoctu. o oTHOIIEHNE HA CBOS MEPCOHAII areHIUATa YIIPaKHIBA [IPaBOMOLIMATA,
JieJIeTMPaHu Ha Ha3HayaBalllsl OpraH.

YHpaBI/ITCJ'IHI/ISIT CbBCT, CbhIJIACYBAHO C KOMI/ICI/IHTa, npuema HGO6XOI[I/IMI/ITG
pasmopendu 3a mpuiaraHe.

Ynen 76

UieHOBEeTE Ha ynpaBI/ITCJ]HI/IH CBBCT, WICHOBCTC HAa KOMUTCTHUTC, IOCOUYCHU B YJICH
56, maparpad 1 u ekcrepTuTe, JIHKHOCTHUTE JIMIA W OCTAHAIHTE CIYKATEIH Ha
areHIIUATa Ce 3aIbJDKABAT Jla HE pPa3KpUBaT, IOPHU CJIE]l MPEKPaTSIBAHETO Ha TEXHHUTE
3abJDKCHUS, KAKBaTO M Ja € MHQOpMaIus OT e€CTECTBO, HAjlarampo 3aJbIDKCHHE 3a
Cra3BaHe Ha CIIy)eOHa TaifHa.

Ynen 77

CehritacyBaHo ¢ YIPaBHTEIHUS ChBET U ChOTBETHHUS KOMUTET Komucusra moxe aa
MOKAHU MPEICTABUTEIN Ha MEXKIyHAPOJAHHUTE OpraHU3allid, 3aMHTEPECOBAHU OT
XapMOHHM3MPAHETO Ha pasnopeAOduTe, MpUJIaraHu 1O OTHOIICHHE Ha JICKAPCTBEHUTE
NPOAYKTH, 3a yd4acTHe KaTo HaOirojatenu B paborata Ha arcHiusTa. Komwucusra
OIIpeeNis PeBapUTEIHO YCIOBUSATA 3 y4acThe.

220B L 136, 31.5.1999 r., c1p. 1.
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Ynen 78

1. CermacyBano c¢ Kowmmcusita VYnpaBUTETHUST CHBET Ch3JaBa YCIOBHUS 3a
YCTaHOBSIBAHETO Ha MOAXOJSIM KOHTAKTU MEX]Y areHIUsTa U MPJCTAaBUTEIUTE Ha
MPOMUIITICHUS OTPACHI, TOTPEOUTENNUTE U MALIUEHTUTE U CIY)KUTEIUTE OT CHCTeMaTa
Ha 3/]paBeona3BaHeTo. Te3n KOHTAKTU MOraT Jia BKIIOUBAT ydacThe Ha HaOMroAaTenu
B HSIKOW OT aCMEKTUTE Ha JACMHOCTTAa HA areHIUsTa MPU MPEIBAPUTEIIHO ONPEACICHU
oT YIpaBUTEIHUS ChBET U chIviacyBaHu ¢ KoMucusra ycnoBus.

2. Komuterure mo uien 56, naparpad 1 u Bcuuku pabOTHH U Hay9HO-KOHCYITaTUBHH
IPYIH, Ch3[3aJ€HH Ha OCHOBAHME HA IIOCOYEHMs 4YJICH, YCTAaHOBSBAT KOHTAKTH Ha
KOHCY/ITaTHBHAa OCHOBAa IO BBIPOCUTE OT OOII HMHTEPEC ChC CTPAHUTE, HMAI
OTHOLICHUWE KbM yHoTpebara Ha JIEKapCTBEHUTE MPOAYKTH, IO-CHEUHUAIHO,
OpraHu3allMUTe Ha MALUMEHTUTE U CAPYKEHHUATA Ha CIY)KHUTEIUTE OT CHUCTeMaTa Ha
31paBeonas3BaHeTo. Jloknaguuiuy, ONpEeNesieHM OT Te3d KOMUTETH, Morar Ja
YCTaHOBAT KOHTAKTU Ha KOHCYJITaTUBHA OCHOBA C MPEACTABUTEIN HA OpraHU3alluTe
Ha MalMEeHTUTE U CAPYKEHUATA Ha CIYKUTEIUTE OT CHCTEMAaTa Ha 3/1paBeolla3BaHeTo,
MMalll OTHOILIEHHWE KbM MOKAa3aHUATA HA CbOTBETHUS JIEKAPCTBEH MPOIYKT.

Ynen 79

[lo oTHOIIEHNE HA BETEPUHAPHUTE JICKAPCTBEHH MTPOIYKTH, YAHUTO Ta3ap € OrpaHuueH
UM BETEPUHAPHUTE JIEKAPCTBEHW MPOAYKTH, NpEAHA3HAYEHU 3a JICUCHUE Ha
3a00NsBaHUSl C PETHOHATHO PAa3NpPOCTPAHCHHE, YMPABUTEITHUST CHBET IpUEeMa
He0oOX0/IMMUTE MEPKHU 32 OKa3BaHE Ha ChICHCTBUE HA JPY)KeCcTBaTa KbM MOMEHTA Ha
MO/IaBaHE Ha TEXHUTE 3asBICHUS.

Ynen 80

3a ocurypsiBaHe Ha IMOJXOASIIA CTENEH Ha MPO3PAYHOCT YMPABUTECIHHAT CHBET
npreMa, Bb3 OCHOBA Ha MPEUIOKEHUE OT MU3ITBIHUTEITHUS IMPEKTOP U CHIVIACYBAHO C
Komucusra, mpaBuna 3a mpemocTaBsHe Ha pa3MoOJIOKEHHE Ha OOIIECTBEHOCTTa Ha
uHpOpMAIUs OT peryjJaTOpeH, HaydeH WU TEXHHYCCKH Xapakrep, HMalla
OTHOIIICHUE KBbM pa3peliaBaHETO MM KOHTPOJIA HA JICKAPCTBEHHUTE MPOIYKTH, KOSITO
HE € KOH (M ICHI[haTTHA.

B’prCHJHI/ITC IIpaBuJia W MpoUHCAYpHU Ha arCHUUATA, HEHHUTE KOMHTECTH W HEHHHUTE

pabOTHH IPyNHU ce MPEJOCTABST HA PA3NOJI0KEHUE HAa OOIIECTBEHOCTTA B areHIUATA U
o MHTepHer.

IV RIRY
OB U 3AKJIFIOYUTEJIHA PABIIOPEABU
Ynen 81
1. Bcuuku pemeHHs 3a NpeNoOCTaBsiHEe, OTKa3, MPOMSIHA, MPEYyCTAaHOBSIBaHE Ha

JNEMCTBUETO, OTTENIAHE WJM OTMSHA Ha paspelicHUus 3a TbProBus, B3€TU B
CBHOTBETCTBUE C HACTOAIIMS PEMNIAMEHT, C€ IPUAPYKABAT OT MOJPOOHO HU3JI0KEHHUE HA
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MNPpUYINHUTE, HA KOUTO CHIIMTE CC OCHOBABAT. 3a BBIIPOCHUTC PCHICHUA CC YBECAOMABA
3aMHTCpPCCOBaHaTa CTpaHa.

2. IlpenocraBsHeTo, OTKa3bT, NPOMsIHATa, MPEYCTAHOBSBAHETO Ha JIEUCTBUETO,
OTTEIVITHETO WJIM OTMsIHATa Ha paspellieHHe 3a MyCKaHe Ha JIEKapCTBEH MPOAYKT,
mpeaIMeT Ha HACTOSIIIMS PErfiaMeHT Ha Tazapa, CTaBaT eIMHCTBEHO MpH MpUJlaraHe Ha
MPOIEAYPUTE U HA OCHOBAHUSTA, IPEABUICHH B HACTOSIIIMS PErlaM eHT.

Ynen 82

1. 3a mameH nekapcTBEH MPOAYKT Ha NAJCH 3asBUTEN MOXE Ja ObAe MpEeICTaBEHO
caMo €JIHO pa3pelieHue.

HezaBucumo ot ToBa Komucusra paspemaBa Ha €IMH U CBIII 3aIBUTEN Ja MOJAaA€E 10
areHIMATa MOBEYE OT €IHO 3asBJICHUE 3a €JIMH M CbIll JEKAPCTBEH IMPOIYKT, aKO
CHINECTBYBAT OOCKTUBHU W TMOJJISKAIM HAa MPOBEPKA OCHOBAHHWS, OTHACSIM CE€ O
OOIIIECTBEHOTO 37paBe, Kacaclld JOCTHIIHOCTTa Ha JIEKAPCTBEHUTE TMPOIYKTH 3a
CIIY)KUTEIUTE OT CHCTeMaTa Ha 3/IpaBeOMa3BaHETO W/WIM MAlMEHTUTE, WM TaKWBa,
OTHACSIIM CE 10 Bb3MOKHOCTTA 32 ChBMECTHA THPTOBUSL.

2. Tlo oTHOomeHWE Ha JEKAPCTBEHWUTE MPOMYKTH 3a XyMaHHa ymorpeba, 3a
paspemeHuTe MO CHjaTa Ha HACTOAIMS pErJaMeHT JIeKapCTBEHHW MPOAYKTH Ce
npuiiara wieH 98, naparpag 3 ot HAupexrusa 2001/83/EO.

3. be3 nma ce HapymaBa yHHKAIHOTO M crnenuduuHo 3a OOmMHOCTTa €CTeCTBO Ha
ChIbP)KAaHUETO Ha JOKYMEHTHUTE, IOCOYeHH B wieH 9, maparpad 4, 6yksu a), 0), B) u
r) u wieH 34, naparpad 4, OykBHu a) 10 1), HACTOSIIMAT pETIaMEHT He 3a0paHsBa
M3M0JI3BAHETO Ha JIBE MJIM TI0BEYE THPTOBCKH MO (M KaI[MU Ha JIEKApCTBEH MPOIYKT,
3a KOMTO MMa U3/1aJICHO €THO pa3pelIeHHeE.

Ynen 83

1. To w3kmrouenue ot wieH 6 ot Jupekrusa 2001/83/EO nbprkaBUTE-UICHKA MOTAT
Jla TPEeAOCTaBsT JIEKapCTBEHUTE MPOAYKTH 3a XyMaHHa yIoTpeda, crnajaliM KbM
KaTeropuuTe, MOCOUYeHH B wieH 3, maparpadgu 1 ¥ 2 OT HAacTOSUMS periiaMeHT, Ha
pasnoioKEeHHE 3a LeJIUTe Ha NaluaTuBHATa ynoTpeoa.

2. 3a 1enuTe Ha HACTOALMS WICH ~HAJMaTUBHA yroTpeba” o3HauaBa MPEIOCTaBsSHE
Ha JIEKapCTBEH MPOAYKT, Clla/ialll KbM KaTErOpUUTE, TOCOYEHU B wieH 3, maparpadu 1
U 2, Ha pa3MoJIoKEeHUE 110 XyMaHHU ChOOpaXEHUs Ha Tpyla MalueHTH, CTpajJaly OT
XPOHUYHO WJIM TEXKKO WHBAJIMM3UPAILO 3200JIIBaHe WK 3a00IsIBaHe, KOETO MOXKeE J1a
ce cyMTa 3a JKMBOTO3ACTpAlllaBalll0 M KOMTO HE MOTaT Ja ObJaT JIeKyBaHH
YAOBJIETBOPUTEIHO C IOMOILITa Ha pa3pelieH JIEKApCTBEH NPOIYKT. BbmpocHusT
JIeKapCTBEH MPOAYKT TpsiOBa na ObJe MM OOCKT Ha 3asBJICHHUE 3a pas3pelleHue 3a
TBHPIOBHS MO CMHCBHJIAa Ha WIeH 6 OT HAcTOANMS peryiaMeHT WM B IpOIec Ha
KIMHUYHO U3IUTBAHE.

3. Koraro naneHa appkaBa-djeHKa ce IOJI3Ba OT BB3MOXKHOCTTA, IIPEJBUJICHA B
naparpa 1, cbiata HOTUQUIIMPA areHIUATa 32 TOBA.
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4. Korato ce mpeaBukaa BB3MOXKHOCT 3a MaluaTuBHa ynorpeda, KomurtersT mo
JIEKApCTBEHUTE MPOIYKTH 32 XyMaHHA ynoTpeda MoKe J1a IpueMe, Ciie]l KOHCYJITalluu
C TIPOU3BOAMTENS WU 3asBUTENS, CTAHOBUINA OTHOCHO YCIOBHSTA 3a YIOTpeOa,
YCIOBUSTA 3a AUCTpUOYIUA M LeleBUTe naruMeHTd. CTaHOBUIATA MOJJIEXAT Ha
NepUOANYHA aKTyaJIn3aUsl.

5. I[’bp)KaBI/ITe-‘-IJIeHKI/I B3€MaT 110 BHUMAaHNUE BCUYKH OJOCTBIIHU CTAaHOBUIIIA.

6. AreHumsTa MOAIBPIKA TEKYIIO aKTyaJU3UpaH CIIMCHK HA MPUETUTE CTAHOBUIIA B
ChOTBETCTBHE ¢ maparpad 4, KOWTO Ts mMyOnMKyBa Ha cBosi yeOcaiit. Unen 24,
naparpa¢ 1 u wien 25 ce mpuaarat mutatis mutandis.

7. CraHoBuuiara, mnocouyeHu B mnaparpad 4, He 3acsiraT TpakIaHCKaTa WIH
HaKazaTeJTHa OTTOBOPHOCT HAa IPOM3BOIUTEINS MIIN Ha 3asBUTENS HA pa3pelIeHuEeTo 3a
THPIOBUSL.

8. Korato Ob1e mpueTa mporpama 3a HmajlvaThBHA YIIOTpeOa, 3asBUTENST OCUTYpSBa
YCJIOBHUSI 32 TOBA, y4acCTBAlMTe B Hes MNAMEHTH Ja WMAT JOCThIl JO HOBHUS
JIEKapCTBEH NMPOAYKT B MEPUOAA MEXAY pa3peliaBaHETO My M HErOBOTO ITyCKaHE Ha
nasapa.

9. HacrosiumsT unen He HakbpHsBa JupexruBa 2001/20/EO u unen 5 ot Jupekruna
2001/83/EO.

Ynen 84

1. be3 na ce HakbpHsiBa I[IpoTOKONBT 3a TNPUBUIETUUTE M HMYHUTETUTE Ha
EBponelickute OOIHOCTH, BCSKAa AbpKaBa-uJieHKAa OMpeNeNsl CaHKIUUTE, KOUTO
cienBa Aa OBIAT MPUIIOKEHU 3a HapyllABaHE HAa HACTOSIIMS PErIaMeHT WJIH Ha
pasmopenouTe, TMPUETH B CHOTBETCTBHE CBhC CHIMS, W TPEIIPHEMA BCUYKH
HEe0OX0IMMU MEpPKHU 3a TAXHOTO mpuiarane. CaHKuuuTe ca epeKTUBHH, ChOTBETHH U
BB3MUpaIH.

JbpxaBurte-wieHkl uHGopMupar Komucusra 3a Te3u pasnopenou He mo-KbCHO OT 31
nexkemBpu 2004 r. Te HOTHdUIIUpAT O BB3MOXKHO Hal-Obp3us HAYMH 32 BCUYKH
IOCJIEe/IBAl U3MEHEHHU S Ha pa3lopeionTe.

2. IspxaBuTe-4IeHKH HHPOpMHUpAT He3abaBHO KoMucusTa 3a BCHUKU CheOHU Jena,
3aBEJICHH 32 HapYIIABAHETO HA PAa3NoOpe0nTe Ha HACTOSIIMS PETIIaAMEHT.

3. o uckane Ha areHnusata Komucusra Moxe J1a HaJOXU (MHAHCOBH CAHKIMH Ha
TUTYJSIPUTE Ha pa3pelieHUs] 3a THPTOBUS, MPEAOCTaBEHW Ha OCHOBAaHHE Ha
HaCTOALUMS pENIAMEHT, AaKO CBHUMTE HE CHa3BaT HAKOM OT 3aJbIDKEHUSTA,
YCTaHOBEHU BBB BPB3Ka € pazpelicHuATa. MacuManHusT pa3Mmep, KakTo U yCIOBUSATA
U METOAMTE 3a ChOMpAaHE Ha CYMHUTE IO BBIPOCHUTE CAHKIUU, C€ OMPEHEIAT B
CBHOTBETCTBHUE C MpolLielypaTa, ocoueHa B wieH 87, maparpad 2.

Komucusra HY6J'II/IKYBa HMCHAaTa Ha CBHOTBCTHUTC TUTYIAPH HaA pa3pClICHUA 3a

THProBus, pasMCpUTEC, HAa KOUTO BBH3JIU3AT (I)I/IHaHCOBI/ITe CaHKOUKU U IMPUYHUHHUTC 3a
HaJ1arane€Tro nuM.
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Ynen 85

Hacrosumar peryiaMeHT He 3acsira KOMIIETEHIIMUTE, MPEIOCTaBEHN HAa EBpomnericKkus

opran 1o 0€30MacHOCT Ha XpaHuTe, Ccb3maaeH cbracHo Permament (EO) Ne
178/2002%°.

Ynen 86

Haii-manko BenmHbX) Ha Bceku jneceT roauHu, Komucusra mybnukyBa 0000IeH
JIOKIIal 3a ONHTA, NPUIOOUT KaTo CJIEJACTBHE OT HpPUIIAraHeTo Ha IPOLEIYpHTE,
OIIpE/ICNIEHN C HACTOALMs pernamenTt, riasa 4 ot s |l na {upexrusa 2001/83/EO
u masa 4 ot nsn |l na qupexrusa 2001/82/EO.

Ynen 87
1. Komucusra ce moamomara ot [TocTOSIHHHS KOMUTET 110 JIEKAPCTBEHUTE TPOTYKTH
3a XyMaHHa ynotpeba, cb3aajeH Ha ocHoBaHue wieH 121 ot Hupekrusa 2001/83/EO
U [loCTOsSIHHMSI KOMHUTET TO JISKAPCTBEHUTE MPOJYKTH 32 BETEPUHAPHA YIMOTpeOa,

ch3nazeH Ha ocHoBaHue wieH 89 ot upektua 2001/82/EO.

2. Ilpu mo3oBaBaHe Ha HacTOAIMA Maparpad ce mpuiarar wieHose S u 7 ot Pemenue
1999/468/EO, kato ce B3eMar npeaBu/l pa3nopea0uTe Ha eH § OT HEro.

[lepuonwT, ycTaHoBeH B wieH 5, maparpad 6 ot Pemenue 1999/468/EO ce onpenens
Ha TpU Mecerla.

3. IIpu mo3oBaBaHe Ha HAacTOAIIMS TTaparpad ce mpuiaraT wieHoBe 4 u 7 oT Pemenne
1999/468/EO, kato ce B3eMar npeaBu/] pa3nopea0HTe Ha eH § OT HEro.

CpoxbT, ycTaHOBEH B wieH 4, maparpad 3 ot Pemenue 1999/468/EO, ce onpenens Ha
€/IMH Mecell.

4. KomuTeTnTe mpremMar CBOM IMPOIISIyPHU MTPABUITHUALIH.
Ynen 88
PernamenT (EMO) Ne 2309/93/EO ce oTMmeHsl.

IlozoBaBaHusATAa Ha OTMEHEHHUS perilaMCHT C€ TBIKYBAT KAaTO ITIO30BABAHUA Ha
HAaCTOAIMA pCIIIaMCHT.

Ynen 89

3anmTHUTE TIEpUOAH, TpeaBuicHN B WwieH 14, maparpad 11 u wnen 39, maparpad 10,
HEe ce MpujaraT Mo OTHOLICHUE Ha pedepeHTHU JIEKApCTBEHH MPOIYKTH, 32 KOUTO €

23 Pernament (EO) Ne 178/2002 na EBpomeiickusi mapimameHT U CpBeTta oT 28 stHyapu 2002 r. 3a
OTIpe/ieIsIHE Ha OOIIUTe IPUHIMITN 1 H3UCKBAHUSA KbM 3aKOHO J]ATEJICTBOTO B 00JIACTTA HA XPaHHUTE U 32
Ch3/aBaHeTO Ha EBpoOINENCKH opraH mo 0e30MacHOCT Ha XPAaHUTE W 3a ONpE/C/SIHE Ha MPOILEIyPH B
obOnacrtrta Ha 6e3onacHoctTa Ha xpanute (OB L 31, 1.2.2002 r., cp. 1).
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010 1Mo/a/IeHO 3asBJICHHUE 3a Pa3pelICHNUE 32 ThProBUs IIPEIH JaTaTa, I0COYCHA BbB
BTOpHUS naparpad ot uieH 90.

Ynen 90

Hacrosiumsr pernmaMeHT BiM3a B cUJia Ha JBAJECETUS JACH ciell MyOIMKYBaHETO My B
Oduyuanen éecmnux na Eeponeiickus cvio3.

Upes geporaiius OT 3aJbDKEHUETO 3a criazBaHe Ha mbpBHU naparpad asuiose |, 1, 1 u
V ce npunarar ot 20 HoemBpu 2005 roauHa, a METO M IIECTO THUPE OT TOYKA 3 OT

npuiioxkenueTo ce npuiarar ot 20 mait 2008 roguna.

HaCTOﬂHH/IHT PEMIAaMCHT € 3aABJDKUTCIICH B CBOsATA LSJIOCT U CC MpUJIara InpsaKo BHB
BCHUYKHU OBPKABHU-YJICHKU.

CncraBeno B CtpacOypr Ha 31 mapt 2004 roguHa.

3a Esponeiickus napiamenm.: 3a Cveema:
IIpeocedoamen IIpeocedamen
P.COX D. ROCHE
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1IPUJIO’KEHUE

JIEKAPCTBEHHU ITPOAYKTU, IPEAMET HA ITPEJJOCTABSHE HA
PASPEHIEHHUE OT OBIHOCTTA

1. JlekapcTBeHH TPOIYKTH, MOJIYUYEHH YpPEe3 HSIKOW OT CIEIHUTE OMOTEXHOJOTHYHU
IIPOLIECHU

- pexomoOuHantHa JIHK-Texnomorus,

- KOHTPOJHMpPAHA EKCIPECUs Ha TeHU, KOJUPAI OMOJIOTUYHO aKTUBHH MPOTEUHH B
NPOKAPUOTH M  EyKApHOTH, BKIIOUMUTENTHO TpaHCHOpMUpAHU KIETKA OT
0o3alHUIN,

- xubpuaoMHa TEXHUKA U MOHOKIOHAJIHA aHTUTENA

2. JlexapcTBeHHM TPOIYKTH 3a BETepHHApHA ymoTpeda, MpeaHazHAYeHH MpeIUMHO 3a
NpujlaraHe KaTo CTUMYJUpAIM CPEICTBa 32 HAChpuaBaHE pacTeka Ha TPETUPAHUTE
JKUBOTHU WJIM TIOBUIIIABAHE HA JOOMBUTE OT TPETUPAHUTE KUBOTHH.

3. JlekapcTBeHM TPOIYKTH 3a XyMaHHa yIoTpeda, ChIbPKAIM HOBO AaKTHUBHO
BEINECTBO, KOETO HE € Omio paspemeno B OOMHOCTTa KbM JIaTaTa Ha BJM3aHE B CUJIA
Ha HACTOAIIMS PETJIAMEHT, TEPANIeBTUYHOTO MTOKa3aHUE Ha KOETO € JICYCHHE Ha HIKOEe
OT CIICHUTE 3a00JISIBAHUS:

- CHHJPOM Ha mpuao0uTaTa UMyHHA HEIOCTaThUYHOCT,
- pak

- HEBPOJCTCHEPATUBHO CMYIICHHE,

- nuaber,

cunutano ot 20 maii 2008 r.:

- aBTOMMYHHH 3a00JSIBaHHS U JPYrd HApyIIEHUsI HA UMyHHUTE QyH KIIUH,
- BHUPYCHHM 3a00JIsIBaHUS.

Cnen 20 mait 2008 r. Komucusita Moke Ja BHECE, Clie[] KOHCYITAIIMU C areHIUTA,
MOJXOIAIIO TPEAJIOKEHUE 32 U3MEHEHHE Ha Ta3u Touka, a CBHBETHT - J]a IPUEME C

KBTH(PUIIMPAHO MHO3UHCTBO PEIICHUE 110 TOBA IPEIOKEHUE.

4. JlexapcTBEHH MPOAYKTH, O0O3HAYCHHM KAaTO JIEKAPCTBA CHUpPAld IO CMHCHIA Ha
Pernament (EO) Ne 141/2000.

32004R0726 - LIIP - penakrupan



