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To3u 10KyMeHT e cpeicTBO 3a JOKYMEHTHPaHe U He 00BbP3Ba MHCTHTYLHHTE

>B PEIJIAMEHT (EO) Ne 726/2004 HA EBPOIIEVICKUSI IIAPJIAMEHT U HA CHBETA
ot 31 maprt 2004 ronuHa

3a ycTaHOBSIBaHe Ha mpoueaypu Ha OOIIHOCTTAa 3a pa3peliaBaHe M KOHTPOJ Ha JIeKapCTBeHH
MPOAYKTH 32 XyMaHHA W BeTepHHApHA ymoTpeda M 3a chb3AaBaHe Ha EBpomeiicka areHuus mo
JIeKapcTBaTa

(Teker ot 3HaueHue 3a ENII)

(OB L 136, 30.4.2004 r., c1p. 1)

W3meHeH ¢
OdunmaneH BECTHHK
Ne  crpanuna JaTta
»M1  Permament (EO) Ne 1901/2006 na EBpomefickus mapmameHT n Ha L 378 1 27.12.2006 r.

CoBera ot 12 gexemBpu 2006 roanHa
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PETJIAMEHT (EO) Ne 726/2004 HA EBPOINENCKHS
MAPJIAMEHT U HA ChbBETA

ot 31 mapt 2004 romuna

3a ycTaHOBsiBaHe Ha mpouenypu Ha OOIIHOCTTA 3a pa3peliaBaHe H
KOHTPOJI Ha JIEKAPCTBEHH MPOAYKTH 3a XyMaHHA W BeTepHHApPHA
ynorpe6a u 3a chb31aBaHe Ha EBpomeiicka areHims mo JiekapcrBarta

(Texer ot 3Havyenue 3a EWII)

EBPOITEMCKUAT TIAPJAMEHT M CBBETHT HA EBPOIIENMCKUS
CBIO3,

kato B3exa mpeasusa JloroBopa 3a cb3naBaHe Ha EBpomneiickaTa
00IIHOCT, U TO-cHenuanHo wieH 95 u wien 152, maparpad 4, Oyksa
0) oT Hero,

KaTo B3exa MpelaBu npemioxkennero Ha Komucusra (1),

Karo B3exa MpeBH] CTAHOBHIIETO Ha EBPONEHCKHS WKOHOMHYECKH M
commaneH komurer (2),

CJIe] KOHCYyJITalluu C Komurera Ha PCTUOHUTE,

B CBOTBETCTBHE C TIpoleAypara, mnpeaBuaeHa B uieH 251 ot
Horosopa (),

KaTo uMart mnpeaBun, 4c:

(1)  Ynen 71 ot Pernmament (EMO) Ne 2309/93 na CobBera oT 22 tonu
1993 r. oTHOCHO ycTaHOBsIBaHE Ha mnpoueaypu Ha OOmHOCTTa 32
paspelaBaHe W KOHTPOII HA JICKApPCTBEHH HPOAYKTH 32 XyMaHHa
W BeTepHHApHa yrmoTpeda W OTHOCHO Ch3laBaHe Ha EBpomeiicka
arcHIMs 3a OLEHKA HA JIEKAPCTBEHUTE MPOLYKTH (*) MpeaBrKIa
Kowmucusita a my0ianuKyBa B CPOK 0 HIECT TOAMHH OT BIM3AHETO
B CHJIa Ha perylaMeHTa 00OOOIIeH JOKJIaJ 3a MPHIOOUTHS OIUT B
pe3yarar Ha [PUIAraHeTO0 Ha IMPOLEAYPUTE, YCTAHOBCHH C
periiaMeHra.

(2) B cBemmHara Ha noknana Ha Komucusita 3a mpuaoOuTHst onuT Oe
KOHCTAaTHpaHa MOTPEOHOCT OT YCHBBPIICHCTBAHE HAa NPUIJIATaHETO
Ha TPOIEAYPUTE 3a H3/IaBaHE Ha pa3peUIeHUs] 3a ITyCKaHe Ha
JIEKapCTBEHU MPOAYKTH Ha TMazapa Ha OONIHOCTTa M HM3MEHEHHE
Ha HSKOM aJIMHHUCTPATHBHU acrnekTu Ha EBpomelickaTta areHuus
3a OLICHKA Ha JIEKApCTBEHHTE MpPOAYKTH. OCBEH TOBAa HAWMEHO-
BAaHUETO Ha CIIOMEHATaTa areHIUs CJeJBa Jla ce ONPOCTH U Jia ce
npoMeHu Ha EBporneiicka areHius mo jekapcraTa (Hapu4aHa Imo-
Joiy ,,AreHuusTa’),

3) OT 3akmoyYeHUsATa Ha JIOKJIajga CTaBa SICHO, Y€ H3MCHCHHSATA,
KOUTO TpsiOBa Jia ObJaT BHECEHM B IICHTPAIM3UpaHATa
nporenypa, ycranoBeHa ¢ Permament (EMO) Ne 2309/93, ce
CBCTOST OT KOPEKIMH Ha HAKOM OT PabOTHUTE IMPOLEAYypH U
aJanTallik, KOWTO Jia B3eMaT II0Jl BHHMAaHHE BEPOSTHHTE

(") OB C 75 E, 26.3.2002 r., ctp. 189 u OB C ... (Bce ome HemyOIMKYBaHO B
O¢uyuanen secmuux)

(®» OB C 61, 14.3.2003 r., cp. 1.

(®) Cranosue Ha EBpomneiickust mapiament ot 23 okromepu 2002 1. (OB C 300
E, 11.12.2003 r., ctp. 308), Obma mno3ummst Ha CbBera oT 29 centeMBpH
2003 r. (OB C 297 E, 9.12.2003 r., ctp. 1), [To3urms Ha EBponeiickus
napiameHT ot 17 nekemBpu 2003 1. (Bce ome HemyOiIMKyBaHa B
Oguyuanen secmuux) u Pemenne Ha CpBera oT 11 mapr 2004 r.

(*) OB L 214, 24.8.1993, ctp. 1. PernameHT, mocieqHo W3MeHEeH ¢ PermameHT
(EO) Ne 1647/2003 (OB L 245, 29.9.2003 r., ctp. 19).
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MOCTHKEHHSI Ha HAayKaTa W TEXHOJOIMHUTE W OBJIEIIOTO PAa3IIH-
psBane Ha EBpomeiickusi cpio3. OcBeH TOBa OT JOKJIajga CTaBa
SICHO, Y€ CJIe/IBa Ja Ce 3ala3siT YCTAHOBEHUTE MPEIH TOBa OOIIN
MIPUHIUITHA, KOUTO PEryJHpaT IEHTpaIu3upaHaTa Mpoueaypa.

OcBeH TOBa, clie]] MpUeMaHeTo 0T EBpOMNencKus mapiaMeHT U OT
CoBera Ha JlupektuBa 2001/83/EO ot 6 Hoempu 2001 r. 3a
YIBBpKIaBaHe Ha Kolekc Ha OOIIHOCTTAa OTHOCHO JeKap-
CTBEHUTE TMPOLYKTH 3a xymaHHa ymorpeba (') u Jlupextua
2001/82/EO ot 6 noemBpu 2001 T. OTHOCHO KOJEKca Ha
OO6iHOCTTa 332  BETCPUHAPHUTE  JIEKAPCTBEHH  MPOIYKTH (3)
BCHMUYKM TI030BaBaHUSl Ha JUPEKTUBUTE, KOAUMDUIMPAHH B
Permament (EMO) Ne 2309/93, cnenpa na ObAaT akTyalu3upaHy.

3a mocTHrane Ha IO-TOJsIMa SCHOTa € HGOGXOJII/IMO IIOCOYCHUAT
periiaMCHT Oa 61;,[18 3aMCHCH C HOB.

E nenecroOpazHO Ja ce 3amasd BBBEJIEHHAT CBITIACHO OTMe-
HEHOTO 3akoHozaTenctBo Ha OOmHOCTTA MEXaHM3BM Ha
OOmHOCTTa 3a CBITIACYBAHE MPETM B3EMAHETO Ha HAIMOHATHH
pelleHus,  Kacaelld  BUCOKOTEXHOJOIMYHHUTE  JICKAPCTBEHHU
IPOJYKTH.

ITpunoGurusT onut ciex npueManero Ha upextusa 87/22/EMO
Ha CwBera or 22 aekemBpu 1986 T. 3a cOnMkaBaHe Ha HAIMO-
HaJJHUTE MEPKH, OTHACSIIM Ce JO IyCKaHeTO Ha Ia3apa Ha BHCO-
KOTEXHOJIOTUYHH JIEKAPCTBEHH NPOIYKTH, TIO-CIEHATHO Ha
HPOJIYKTH, TOJTy4YEHH MO OHOTEXHOJMOrHYeH IbT (%), mokassa, ue
€ HeoOXOOMMO Ja ce BbBEle LEHTpAlM3HpaHa Mpoleaypa 3a
paspemaBaHe, KOATO 1a OBJAe 3aJBDKUTENHA 32 BHCOKOTEXHOIO-
T'MYHUTE JICKAPCTBCHU TNPOAYKTH, IMO-CHEHHUATIHO 3a MPOITYKTHUTE,
MIPOM3BEICHH 4pe3 OMOTEXHOJIOTHYHM IPOILECH, C OTJe] ChXpa-
HJBAaHETO Ha BHCOKOTO HHMBO HA Hay4YHA OLCHKA HA BBIIPOCHHUTE
JIEKapCTBEHW TPOAYKTH B EBpomeickust CbI03, KOETO IIe
JIOTIPHHECE 3a CBhXpaHABaHE Ha JOBEPUETO HA MAINMCHTHTE U
MEIULIMHCKUTEe TNpodecur BbB BBIPOCHAaTa OLEHKAa. ToBa e
0c00CHO Ba)KHO B KOHTEKCTa Ha IOsBaTa HAa HOBU TEpallHHy,
HalpUMep TCeHHaTa Tepamus WM CBBP3aHUTE C Hesd KICTHYHH
Tepanuy, KakTo M KCEHOTeHHAaTa M COMaTHYHaTa Tepamus. To3u
MOZIXOJT CIIeZBa Ja CE 3aIasH, MO-CHEIHaNHO, C OIJIe] Ha OCHTY-
psiBaHeTO Ha €(PEKTUBHO (PYHKIMOHUpPAHE HA BBTPEUIHUS Iazap
BBB (hapMaleBTUUHHS CEKTOP.

C men XapMOHHU3MpaHe Ha BBTPELIHUS Ia3ap Ha HOBU JIeKap-
CTBEHM NPOAYKTH Ta3d IIpolLeAypa ClieiBA OCBEH TOBa Ja
npuno0ue 3aIb/DKUTENICH XapakTep 3a JIeKapcTBaTa CHUpald U
BCHUKH JIKAPCTBEHW TPOJAYKTH 3a XyMaHHa ymortpeoda,
CBHIBpKALIM HAITBJIIHO HOBAa AaKTUBHA CYOCTaHIMsA, Hampumep
TaKaBa, KOATO BCe OIle He € paspemeHa B OOLIHOCTTa, Tepamnes-
TUYHOTO ITOKAa3aHUE 32 KOSTO BH3MpaA JICUCHUETO Ha CHHAPOMA Ha
npuaoOuTaTa MMyHHAa HEIOCTaThYHOCT, paka, HEBpOJereHepa-
TUBHUTE CMYIIEHMs WM auabera. YeTHpH TOAWHH Clel Jarara
Ha BJIM3aHE B CHJIA HA HACTOSIIMS PErjaMeHT IIpolerypara
cienBa la MpuaoOue 3aJb/DKUTENEH XapakTep M M0 OTHOIICHHE
Ha JICKAPCTBEHUTE MPOMYKTH 32 XyMaHHA yIoTpeda, ChIbpiKaIln
HOBA aKTMBHA CyOCTaHIIMS, TEPANIEBTUYHOTO MOKa3aHHE 32 KOUTO
BU3Mpa JICUCHHETO HA AaBTOMMYHHMTE 3a00JIiBaHUS M JIPyTd
HapyIIeHUs Ha MUMYHHHUTEe (DYHKUUM U BUPYCHHUTE 3a00JIIBaHUS.
CnenBa na ce cb3Aaze BB3MOXKHOCT 3a IpepasriekaaHe Ha
pasnopenduTe Ha TOUKa 3 OT MPWJIOKEHHETO Ype3 OIpPOCTeHa
mpoleypa 3a B3eMaHE Ha pEIIeHHs HE I10-PaHO OT YETUpHU
TOJVHU CJIeJl BIM3aHETO B CHJIA HA HACTOSIIMS PETrJIAMEHT.

OB L 311, 28.11.2001 1., ctp. 67. JlupexTuBa, MOCIEIHO H3MEHEHa C

Jupexrua 2004/27/EO na Cweera (OB L 136, 30.4.2004 r., ctp. 34).
OB L 311, 28.11.2001 1., crp. 1. JlupektuBa, MHOCJIEIHO H3MEHEHa C
Jupextusa 2004/28/EO na CwBera (OB L 136, 30.4.2004 r., ctp. 58).

) OB L 15, 17.1.1987 r., crp. 38. JlupextnBa, OTMeHeHa c JlupekTHBa

93/41/EMO (OB L 214, 24.8.1993 r., ctp. 40).
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IIfo ce oTHacs 10 JEKAapCTBEHUTE IPOIAYKTH 3a XyMaHHa
ynoTpeba, cielBa Ja Ce OCHTYPH BB3MOXKHOCT 3a He3aIbl-
JKUTENIEH JOCTBII A0 LEHTpalu3upaHaTa MpoLeaypa B CIIydauTe,
B KOUTO IIPUJIAraHeTO Ha eJHa-eIMHCTBEHA MpOIeaypa € OT Io-
rojsiMa rosiza 3a nanuenra. [Iporenypara cienpa aa 3amnasu He3a-
JIBJDKATEITHUST CH XapaKTep 10 OTHOIICHHE Ha JICKApCTBEHHUTE
MIPOJYKTH, KOUTO, Makap Jia He TPHHAUIeKAT KbM TOpecroMe-
HATUTE KaTeropuH, IIPEJCTAaBISBAT HOBOCT OT TEpaneBTUYHA
mienHa Touka. l[lemechoOpa3HO € CBINO Taka Ja ce pasperd
[IPWIAraHeTO Ha BBIPOCHATa IMpoLenypa IpH JEKapCTBEHUTE
NPOJYKTH, KOUTO, Makap Ja HE MpPEeACTaBISIBAT TEXHOJOTUYHA
HOBOCT, Morar Ja ObJaT IOJE3HU 3a OOIIECTBOTO WU
MAlMEeHTHTEe, aKko OBbIaT paspelleHd OT CaMoTO Havalo Ha
OOITHOCTHO paBHUINE, HAPUMEP HIKOM JIEKApCTBEHH TPOMYKTH,
KOMTO Morar Ja ce Ha0aBAT 0e3 JIeKapcKo IpeAIlcaHue.
OOXBaTbT Ha Ta3u [ONBIHUTENIHA BB3MOXKHOCT MOXeE Ha Obne
paslMpeH upe3 BKIIOUBaHE Ha paspeuieHd oT OOmHocCTTa
TeHepUYHH JIEKAapCTBEHU NPOIYKTH, IIPU YCJIOBHE 4e TOBa IO
HUKaKbB HAYMH HE 3acsira HeONaronmpHsITHO XapMOHHW3AIUITa,
MOCTUTHATa KbM MOMEHTAa Ha OICHABaHE HA CBHOTBETHHUS
JIEKapCTBEH IMPOAYKT MJIM PE3YJITaTUTE OT M3BHpPIICHATa OILEHKA.

B cdepara Ha BeTepHHAPHUTE JICKAPCTBEHU MPOIYKTH CIICBA Ja
ce YTBBPAAT aJJMUHHCTPATUBHU MEPKH, Upe3 KOWTO Jia Ce B3eMaT
MOJT BHUMaHHE CHeIMDUIHUTE OCOOCHOCTH Ha BBIPOCHATA
chepa, 0coOCHO OHE3W, MPOU3TUYAIIN OT PETHOHATHOTO pasIpe-
JieieHne Ha HAkou 3abonsBaHus. CrnenBa Ja ce  Ch3uaze
BB3MOKHOCT 33 H3I0JI3BAaHE HA IICHTPAIM3UpaHATa MPOIEIypa
3a paspeliaBaHe Ha BETCPUHAPHUTE JIEKAPCTBEHH TMPOIYKTH,
npujaraHa B paMKuTe Ha pasnopenoute Ha OOIHOCTTA
OTHOCHO MEpKHUTE 3a MpO(QHIAKTHKA Ha EMH300THYHHTE 3a00-
nsBanus. CremBa ja ce 3amasd BB3MOXKHOCTTa 3a  HE3aIbil-
JKUTEJICH JIOCTBII 0 [CHTPAIN3UPAHATA IIPOIEAYPa MMPU BETEPH-
HApHUTE JICKAPCTBEHU MPOIYKTH, KOUTO ChABPIKAT HOBHU aKTHBHHU
cyOCTaHIHH.

[Ipy nekapcTBEHUTE MPOJIYKTH 32 XyMaHHa yrnoTpeda MepuoabT
3a 3amUTa HA JaHHUTE, OTHACAIIM C€ 10 INPEAKIMHHYHHUTE
TECTOBE M KIMHUYHUTE M3IHMTBAHMSA, CICIBA Jla OCTAHE CBHIIMSIT,
karo mnpensuaeHusT B JupexktuBa 2001/83/EO. Tlpu nekap-
CTBCHUTE MPOJYKTH 3a BETEpPHHApHA YyIoTpeda MNEepHOIBT 3a
3allUTa Ha JaHHUTE, OTHACSIUM CE 10 NPEAKIMHUYHUTE TECTOBE
W KJIMHWYHHUTE M3MUTBAHUSA, KAKTO U TECTOBETE 3a OC3BPEIHOCT U
OmpeJIeNisiHE Ha OCTaThYHUTE CyOCTAaHIMH, Clie[iBa Ja OCTaHaT
ceImuTe, Kato npeasunenute B Jupextusa 2001/82/EO.

3a 1esMTe Ha CHM)KABAHETO Ha Pa3XOJHUTE HA MAJIKUTE U CPEIHO-
TOJIEMUTE TPENPUATHS 32 THPTOBHS C pa3pelleHUTE 10 CHiiaTa
Ha [EHTpaJM3UpaHaTa Mpoleaypa JIEeKApCTBEHH NPOIYKTH II0
OTHOILLICHWE Ha IUTHPAHUTE MPEINpUsATHS CclenBa Ja ce
IpueMaT pasnopendy, KOUTO Ja JaBaT BB3MOXKHOCT 3a Hama-
JsIBaHE HAa TAaKCUTE, OTCPOYBAHE HA IUIAIAHUATA HA TaKCHTE,
[I0EMaHEe Ha OTIOBOPHOCT 3a CAEJIKUTE U OKa3BaHe Ha aJMUHU-
CTPAaTUBHO CHACHCTBUE.

B uHTEpec Ha OOIIECTBEHOTO 3[paBe PELICHHsTA 3a M3JaBaHE Ha
paspemieHust 1o cuiiata Ha [EHTpaln3upaHaTa mpoleaypa cieiBa
na ObIaT B3eMaHW Bb3 OCHOBA Ha OOEKTHBHH HAyYHH KPUTEPUU
32 KauecTBO, OE3BPEAHOCT W e(UKACHOCT Ha pas3riIekKIaHUTEe
JICKApCTBCHH MPOJYKTH, NPT B3EMAHETO II0J BHHMAaHHE Ha
HKOHOMHYCCKUTE W APYTH ChoOpaxkeHus. HesaBucumo oT TOBa
JbPXKAaBUTC-WICHKM ClIe[Ba Ja Morar Jja 3a0paHsBaT IO
M3KIIFOYCHHE yroTpebara Ha TSAXHA TEPUTOPHUsI Ha JIEKApCTBEHH
MPOJYKTH 32 XyMaHHa YnoTpeda, KOUTO HapylIaBaT OOCKTUBHO
YCTaHOBEHUTE KPUTEPUU 32 OOIIECTBEHA MPAKTHKA U OOIIECTBEH
Mopai. OCBeH TOBa 3a JaJieH BETEpHHAPEH JICKAPCTBEH TPOIYKT
HE MOXe Ja ObJe u3naBaHo paspemieHue Ha OONIHOCTTA, aKo
Heropara ymoTpeba HapyllaBa @paBWiiata, I[PCIABUICHH B
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pamkute Ha OOmiara CEICKOCTONAHCKA IIOJUTHKA, WM aKo
CBIIMAT € TIpeJACTaBeH 3a ymorpeba, KoOATO € 3a0paHeHa
CBITTacHO pasmopendbure Ha OOMIHOCTTA, IMO-CHEIUATHO dYpes3
Jupextusa 96/22/EO (1).

(14) CnenmBa ma ce OCHUTYPH BB3MOXKHOCT KPUTEPHHTE 33 KauecTBO,
6e3BpenHOCT U edukacHocT chriiacHo Jupextusu 2001/83/EO u
2001/82/EO pma morar jJa ce Tpuiarat [0 OTHOIICHHWE Ha
paspemienn ot OOIIHOCTTAa JIEKapCTBEHM MPOAYKTH U Ja ce
Ch3JaJe BB3MOXHOCT 32 OLIEHSBAHE Ha CHOTHOIIEHHETO MEXKIY
pUCKa M TON3aTa NpPU BCHUYKHM JICKAPCTBEHU IMPOAYKTH KbM
MOMEHTa Ha TSIXHOTO ITyCKaHE Ha Iasapa, 10 BpeMe Ha I10/HO-
BABaHE Ha Pa3pelICHUETO U 10 BCAKO APYro BpeMe, KOETO KOMIle-
TEHTHHAT OpPraH cyeTe 3a HeO0OXOMMO.

(15) Tlo cunara Ha uwieH 178 ot JJoroBopa OOHIHOCTTaA ce 3aJIbJKaBa
la B3eMa TII0JI BHUMAaHHE acCIEeKTUTE Ha IMOJIMTHKATa 110
pPa3BUTHETO Ha BCSKAa MSpKa M Ja HAChpYaBa Ch3JaBAHETO Ha
YCIIOBHS, TOIXOASIIM 3@ CHUICCTBYBaHE HAa  YOBCIIKUTE
WHJMBUAA B CBETOBeH Marnad. DapmaieBTHUHOTO 3aKOHO/a-
TEJICTBO CJIe/[BAa Ja OCHTYpsiBa YCJIOBHS 3a OCBIIECTBSBAaHE Ha
M3HOC Ha e(ukacHH, OE30MACHH M ITbPBOKAYECTBCHHU JICKAPCTBCHU
npoxayktH, a Komucusra cinenBa j1a pasriena BbIIpoca 3a Ch3ja-
BaHETO Ha HOBU CTHUMYJM 3a [POBEXKJaHE Ha HAy4YHHU
M3CIE/BAHUS C OTJIE M3CJCBAHETO HA JICKAPCTBEHH IMPOJYKTH
3a 60opba C MIMPOKO PA3NPOCTPAHEHUTE TPOITUUECKH OOJIECTH.

(16) Haymme e cbmo Taka HEOOXOIUMOCT Ja OBIAT B3ETH MPEIBHI
etmuHuTe u3MckBaHus Ha J[lupexktuBa 2001/20/EO nHa Espo-
nefickus mapiaameHT u Ha CwBera oT 4 ampmi 2001 r. 3a conm-
’KaBaHe Ha 3aKOHOBHUTE, MOJ3aKOHOBUTE WM AJIMHHUCTPATUBHHUTE
pasmopendu Ha JAbPKABUTE-WICHKA OTHOCHO IPWJIAraHeTo Ha
nobpara KIMHUYHA TPAKTHKA TPH MPOBSKIAHETO HA KIMHUYIHU
U3NUTBAHUS Ha JIEKAPCTBEHU MPOIYKTHU 3a XyMaHHa ynorpeoa (2),
C OrJIeA Ha NPWJIAraHeTO UM IO OTHOIICHWE Ha Pa3pelicHUTE OT
OOmHOCTTa JICKApCTBEHH TPOAYKTH. [lo-crenuanHo 1m0 ce
oTHacs [0 KIMHWUYHATE W3MUTBAHMS, TPOBEXKIAHH W3BHH
rpanunuTe Ha OOLIHOCTTA, C JIEKAPCTBEHU IMPOAYKTH, 32 KOUTO
e ce W3/aBaT paspemeHus B rpaHuiure Ha OOIIHOCTTa, KbM
MOMEHTa Ha OIICHSBAaHETO Ha 3asBICHHUATA 3a M3JaBaHE Ha
paspeleHust cieiBa Jla ce yIOCTOBEpsiBa, Y€ BBIPOCHHUTE W3IH-
TBaHMSl ca OWJIM TPOBEJECHH B CHOTBETCTBHE C NPHUHIUIUTE HA
nobpara KIMHUYHA MPAKTHKA U €THYHUTE W3UCKBAaHMS, EKBUBA-
JICHTHU Ha Pa3lopelOuTe OT IOCOUeHaTa THPEKTUBA.

(17) OOmHOCTTa creqBa Ja pasmoyiara ChC CPEICTBA 32 H3BBPIIBAHE
Ha Hay4yHa OLEHKAa Ha JIEKapCTBEHUTE NPOIYKTH, IIPEACTABEHH B
CBOTBETCTBHE C JIELECHTPAIN3APAHNTE MIPOLEIYPH 34 U3[aBaHE HA
paspemienns Ha O6mHocTTa. OCBEH TOBA C OIJIE/l OCUTYPSIBAHETO
Ha e()eKTHBHO XapMOHHM3UPaHEe HAa aAMHHHUCTPATHBHHUTE PEUICHNUS,
B3€TH OT JbPKaBUTE-YJIEHKH I10 OTHOLIEHHE Ha JIEKAPCTBEHUTE
MIPOAYKTH, NPEACTABEHN B CHLOTBETCTBUE C JELIEHTPAIUZUPAHUTE
TpOIEeTypH 3a paspemaBaHe, ¢ HeoOxoxmmo Ha OOmHOCTTa 1Ia
O6baT HpenocTaBeHM CPENCTBAa 3a paspelllaBaHe Ha CIIOPOBETE
MEXy AbPKaBUTE-4ICHKH, KACaelll KauecTBOTO, OE3BPEJHOCTTA
1 e(UKacHOCTTa Ha JICKAPCTBEHHUTE MPOTYKTH.

(18) Crpykrypata W (DYHKIMOHHPAHETO Ha Pa3IHYHUTE OPraHH OT
CbCTaBa Ha ATeHIMATa clenBa Ja OBJAT OPTaHU3HPaHM IIO
Ha4YMH, KOWTO Ja OTYWTa HENpecTaHHaTa II0TPEOHOCT OT OOHO-
BIICHHE Ha HAy4HHs ONHUT, NMOTPEOHOCTTAa OT CHTPYIHHYECTBO
Mexay OOmHOCTTa W HaIMOHAIHHUTE OPTaHH, IMOTPEOHOCTTa OT

(") MupextuBa 96/22/EO na Cweera or 29 anpun 1996 r. 3a 3abpana Ha

ynoTrpebara Ha OIPEICIICHW BEMIECTBA C XOPMOHAIHO WM THPOCTATHYHO
neiictBue W Ha OeTa-arOHUCTH B KHBOTHOBBAcTBOTo (OB L 125,
23.5.1996 r., ctp. 3).

(?») OB L 121, 1.5.2001 r., ctp. 34.
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HAJUISKHO aHTKHUPaHe Ha IPaKAaHCKOTO OOIIECTBO U OBAELIOTO
pasumpsiBane Ha EBpomelickusi cpro3. Pasnuunnrte opranm Ha
AreHuusiTa cieiBa Ja YCTAaHOBSAT W Pa3BUBAT  IOJXOASAIIH
KOHTAaKTU ChC 3aHHTEPECOBAHUTE CTPAHH, MO-CIICLHAIHO C MpPEea-
CTaBUTEIIM HA MAIEHTHTE U CIYXHUTEIUTE OT CUCTeMaTa Ha 3/1pa-
BEOIa3BAHETO.

(19) OcHoBHara 3amada Ha ATEHIUATA CcJlelBa Ja C€ CBEXIa [0
MPEJOCTaBSIHETO Ha MHCTUTYynMuTe Ha OOmHOCTTAa W Ha
JbP)KaBUTE-WICHKH HAa  BB3MOXKHO  HAi-JOOpUTE  HAYYHHU
CTaHOBHIN[A, KOUTO Ja JaBaT BB3MOXKHOCT Ha CBHIIUTE Ja
YIPaXKHSBAT ITBJIHOMOIIUATA CH BBB BPB3Ka C pa3peliaBaHeTO H
KOHTpOJIa Ha JICKAPCTBEHUTE MPOAYKTH, MPEJIOCTABEHH HM II0
cuilaTa Ha 3aKOHOZAATeNIcTBOTO Ha OOmHocTTa B cdepara Ha
JIEKapCTBEHUTE MPOAYKTH. Pa3pemenusTta 3a ThProBus Morar Jia
ce npenoctaBsaT oT OOLIHOCTTA €IUHCTBEHO CJIE/l U3ITBIIHCHUE Ha
mporelypa 3a WHAWBUAyallHA Hay4YHa OIIEHKA Ha KayeCTBOTO,
0e3BpeJHOCTTa W e(PUKACHOCTTa HAa BHCOKOTEXHOJOTHYHHTE
JICKAPCTBCHU TMPOJYKTH, TPU TMpHIaraHe Ha Hali-BUCOKUTE
BB3MOXKHH CTaHAApTH, KOSTO Cle/Ba Jia CE OCHIIECTBSIBA C
romMoInTa Ha Obp3a Mpoleaypa U B pAMKHTE Ha TSCHO CHTPYJIHH-
4ecTBO Mexay KOoMHUCHATa M Tbp)KaBUTE-WICHKH.

(20) 3a menMTe Ha OCUTYPSIBAHETO HA TACHO CHTPYIHHYECTBO MEXKIY
AreHIMATA ¥ y4YeHUTE, padOTeNM B JIbPXKABUTE-WICHKH,
CbCTaBBT HA YNPABUTEIHUS CHBET ciieBa Ja ObJe TakbB, 4e Ja
TapaHTHpa aKTUBHOTO YydYacTHEe Ha KOMIIETEHTHHTE OpraHd Ha
JIbPKABUTE-YJICHKH B IILIOCTHOTO YIPaBJICHHE Ha CHCTEMaTa 3a
paspemnaBaHe Ha JEKapCTBEHHTE MPOAyKTH Ha OOmHOCTTA.

(21) bBroomkerbT Ha AreHUMATA ClieABa Ja Ce 3aXpaHBa OT TaKCHUTE,
3aIlUlallaHd OT YacTHHS CEKTOp, M BHOCKHTE OT OrojpKera Ha
OOIIHOCTTa 3a LIEJUTE HAa OCBIICCTBABAHETO HA IOJMTUKUTEC HA
OO0mHoCTTA.

(22) Tlaparpad 25 or MeEXAyMHCTUTYLHOHAIHOTO CIOPa3yMEHUE OT
6 wmait 1999 r. mexny EBpomeiickus mapmament, CbBeta u
Kowmmucnsara OTHOCHO Oo/pKeTHATa MUCIUILUINHA M YCHBBPIICH-
cTBaHeTO Ha Oro/pKeTHara mpoueaypa (1) mpenBmkia Bb3MOKHOCT
3a aganTHpaHe Ha (UHAHCOBATAa MEPCHEKTHBA B OTTOBOP Ha
HOTPeOHOCTUTE, MPOU3THYALIM OT Pa3ILUPSBAHETO.

(23) U3zkmounTenHata OTTOBOPHOCT 3a ITOJrOTOBKATa Ha CTAHOBHILATA
Ha ATEHIMATA IO BCHYKH BBIIPOCH, KAcaelld JEKapCTBEHHTE
MPOAYKTH 3a XyMaHHa yrorpeOa, cieqBa ja ObJe MOBepeHa Ha
KomuTera 1o JekapcTBEHUTE MPOAYKTH 3a XyMaHHA ymoTpeoa.
o ce orTHacs OO BETEPUHAPHUTE JICKAPCTBEHU TPOAYKTH,
nojio0Ha OTrOBOPHOCT ciieiBa Ja ObJe moBepeHa Ha Komwmtera
[0 JIEKapCTBEHHUTE MPOIYKTH 3a BeTepuHapHa ymnorpeba. Illo ce
oTHacsl JI0 JieKapcTBaTa CHpaly, chllaTa 3ajada cliefBa Jia ce
moeMe ot Komurera mo JekapcTBata cHpand, Ch3AancH
cbrimacHo  Permament (EO) Ne 141/2000 wa EBpomneiickus
napiaMeHT ¥ Ha CbBera ot 16 nexemBpu 1999 r. oTHOCHO nekap-
crara cupanu (). Hakpas, mo ce OTHacs 10 pacTUTEIHHUTE
JIEKapCTBEHU TIPOAYKTH, ChIATa OTTOBOPHOCT cCieiBa Jaa Oble
noeta or KoMuTeTa MO pPACTUTENHHUTE JIEKAPCTBEHH MPOAYKTH,
ch3naneH cbriacHo Jupextusa 2001/83/EO.

(24) CezgaBaHeTo Ha ATCHIMSTAa 1€ OCUTYPU BB3MOXKHOCT 32
3acWiIBaHe Ha HAayYHHTe (YHKIUU W HE3aBHCHUMOCTTa Ha KOMH-
TETUTE, IO-CIIELUAIIHO ITIOCPEACTBOM YUPEIIBAHETO HA IIOCTOSHEH
TEXHUYECKH M aJMUHHACTPATUBEH CEKpETapuar.

(25) Cdepata Ha neffHOCT Ha Hay4YHHTC KOMHTETH CJeaBa Ja Oble
pasIupeHa, a TEXHUTe pabOTHH METOAN U ChCTaBBT UM — OCBHBpE-
MEHEeHH. bppemmre 3asBUTENN Ha paspemIeHHs 332 THPTOBUS

(') OB C 172, 18.6 1999 r., ctp. 1.
() OB L 18, 22.1.2000 r., ctp. 1.



2004R0726 — BG — 26.01.2007 — 001.001 — 7

(26)

@7

(28)

(29

(30)

3D

clieqiBa Jia TIOJMy4aBaT HAay4HO CBJACHCTBHE C BCE IO-IIHPOK
0o0XBaT ¥ B HENPEKbCHATO 3aabii0OYaBamia ce Qopma.
AHaNOrM4HO crenBa ga ObaaT CHOPMHUPAHU CTPYKTYPH, KOUTO
J1a CIIOCOOCTBAT 3a Pa3sBUTHETO HA CHCTEMara 3a KOHCYITHpPAHE
Ha TIPEIIPHUATHITA, OCOOEHO HA MAIKHTE M CPEIHUTE Mpe-
OpUsATHA. 3amasBaikyd IPUIOCTHATA OTFOBOPHOCT 3a TPHETHTE
HAyYHU CTAHOBHIA, KOMHTECTHTE CJIE/BA Jla MOTAT Ja JCNCrHpaT
9acT OT CBBP3aHUTE C OICHSIBAHETO CBOM ITHJIHOMOIIMS Ha
MOCTOSIHHU PabOTHU TPYIM, B YHMATO CHCTAB MOTAT [ BIIH3aT
EKCIEePTH OT HAyYHHWTE CPEIM, Ha3HaYaBaHW CICIHATHO 33 Ta3u
uen. CreiBa 1a ce BHECAT M3MEHEHHsI B IIPOIICAYPUTE 3a Ipepas-
TJIeKAaHe, Ype3 KOETO Jia Ce OCHTYPST IMO-ITBJIHH TapaHIUH| 3a
npapaTa Ha 3asBHTEIUTE.

CremBa nma ce ompenenn OposT Ha WIGHOBETE HA HAYYHHTE
KOMUTETH, y4yacTBallld B LIEHTpalu3UpaHaTa Ipoleaypa, 3a Ja
Ce OCUTYpH OINTHMAJICH CHCTaB 3a KOMHTETHTE CJeJ Pa3LInps-
BaHeTo Ha EBponeilckus cbro3.

HeobOxomnumo e chIIo Taka Aa ce 3acCHiId POJsiTa Ha HAay4HHTE
KOMHTETH 110 HauWH, KOWTO Jla JONpPUHECE 32 aKTUBHOTO aHra-
KUpaHe Ha AreHUMsATa B MEXKIYHapoJEeH HaydeH Aualor u
pa3BHTHE Ha HSIKOW HEOOXOIUMHU MAEHHOCTH, MO-CIENHATHO B
KOHTEKCTa Ha MEXJIYHapOJHOTO HAy4YHO XapMOHHU3UpaHEe U
TEXHHYECKOTO ChTPYIHMYECTBO chc CBeTOBHATa 3/paBHa Opra-
HU3AIHS.

OcBeH TOBa 3a IEJIUTE HAa OCHIYPSBaHETO Ha IO-TOJsIMA
IOpUIYEcKa CHTYPHOCT € HEeoOXOoauMo ma ce jaeduHupar oTro-
BOPHOCTHTE, OTHACSIIM C€ 10 IpaBWiata 3a [PO3PAyHOCT Ha
paborara Ha AreHmmsTa, Ja ce 3aafaT HAKOM YCIOBHS IIO
OTHOIIICHUE Ha THProBUsATA C pazpemeHute o OONHOCTTA JIeKap-
CTBEHM MPOJAYKTH, [a CE MPEIOCTaBIT Ha ATEHIMAITA MpaBa 3a
KOHTPOJI BbPXY AUCTpUOyuusATa Ha pasperieHure or OOIHOCTTA
JIEKapCTBEHH IMPOAYKTH M J]a Ce OIPEICNST CAaHKLMUTE U IPOLe-
JIypUTe 3a TIAXHOTO NpHIAaraHe B CIydail Ha HeCIa3BaHe Ha
pasmopendUTe Ha  HACTOSIMS  PEIVIAMEHT M YCJIOBHSATA,
CBABPIKAIIN CE B PA3PEIICHHATA, IPEIAOCTABEHH CHITTACHO YTBBP-
JICHATE Ype3 HEero MpoLeIypH.

Heo6xo0amMo € ChIIo Taka Jia ce MpeANpreMaT MEPKH 3a KOHTPOJI
Ha JIGKapCTBEHHUTE MPOAYKTH, paspenieHr oT OOIIHOCTTA, W IO-
CTIEIMATHO 32 WHTEH3WBEH KOHTPOJ Ha HEXeTaHuTe ePEKTH OT
BBIIPOCHUTE JICKAPCTBEHHU MPOJIYKTH B PAMKHTE Ha JICHHOCTHUTE 3a
(hapmakosioruuna 6xuTenHocT Ha OONIHOCTTA, Ype3 KOWTO Ja ce
rapanTupa Obp30TO M3TETIISTHE OT Ia3apa Ha BCUYKU JICKAPCTBEHU
MPOIYKTH, KOUTO C€ XapaKTEepU3UpaT ¢ HEONArompusATHO CHOT-
HOUIICHHE MEXJIy PUCKa W TI0JI3aTa MPU HOPMAIHH YCIIOBHS Ha
ynorpeoa.

C umen moBumiaBane Ha C(PEKTHBHOCTTA HA Ia3apHUS KOHTPOI
ATeHIMATa Cllef(Ba Ja HOCH OTIOBOPHOCT 3a KOOPJIMHHPAHETO
Ha JieiHOCTUTE 10  (apMakoJIOTHYHATA  OJHMTEIIHOCT  Ha
JbpKaBUTe-WICHKH. HeoO0XoauMo € Ja ce MpenBUIST H3BECTEH
Opoii pasmopenOu 3a BBBEXKJAHE HA CTPOTHM U ePEKTHBHHU
npouexaypu 3a  (apMakonoruyHa  ODMTETHOCT, KOWUTO Jia
MPEIOCTABAT HAa KOMIICTEHTHHTE OPTraHdW BB3MOXKHOCT Ja IMpe-
NpHEMAT BPEMCHHH MEPKH ChC CIICIICH XapakKTep, BKIFOUHTECIHO
3a BHACSHE HAa MPOMEHHU B pa3pellieHUsITa 32 ThPrOBHUS U HaKpas,
KOWTO [a TIO3BOJISIBAT HW3BBPIIBAHETO [0 BCSKO BpEME Ha
NPEOIICHKAa Ha CBHOTHOIICHHETO MEXIy pHCKa M IIoi3ara OT
JICKQPCTBCHHUTE MPOIYKTH.

LenechoOpasHo e cbiio Taka Ha Kommcusrta na ce BB3JIOXKH
3ajavata @ KOOPAMHHpPA, B TSICHO CBHTPYAHHYECTBO C
ATeHIMATa W CJE[ KOHCYJITAlMU C JbP)KABUTC-WICHKH, H3ITBII-
HEHHETO Ha PA3IMYHUTE KOHTPOIHH (DYHKIMH Ha JIbpIKaBUTE-
YICHKH M TI0-CIICHHAIHO ChC 3a4a4d [0 OCHIYPSIBAHETO Ha
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(32)

(33)

(34

(35

(36)

uH(OpMAaNUs 3a JIEKApCTBEHUTE MPOMYKTH U TPOBEPKU 3a CIa3-
BaHETO Ha Jio0para MpPOM3BOJICTBEHA, JJAOOpATOpPHA M KIMHWYHA
MPaKTHKA.

HeoOxoaumo € jia ce OCHIypsST YCIOBHSL 32 KOOPAHHHPAHO
npuiaraHe Ha mnpouenypure Ha OON[HOCTTa 3a H3JaBaHE Ha
paspelieHus 3a JEKapCTBEHUTE IPOJYKTH W Ha HAIl[MOHAIHHTE
HpOIEIypH Ha JIbP)KaBUTE-WICHKH, BeYe XapMOHHM3HpDAHU B
3HauyMTenHa crerneH cbrimacHo  JupektuBun  2001/83/EO  m
2001/82/EO. llemecnrobpa3no e Kowmmcmsara ga mpepasriiexia
NpWIAraHeTo Ha [POLEIYPUTe, YTBBPACHH C  HACTOSIIHUS
pernaMeHT, BEIHBXK Ha BCEKH JeceT TOJMHM Bb3 OCHOBA Ha
HPUIOOUTHS OIHT.

3a menuTe TMO-CHENMAJHO Ha YJOBJIETBOPSBAHETO HA JIETH-
TAMHHUTE OYaKBaHMA Ha TMAIMEHTHTE W B3EMaHETO TOJ
BHUMaHHE Ha BCE MO-IMHAMHUYHOTO pa3BUTHE HA HayKara u
TepanuuTe, cieaBa Aa ObJaT BbBEJACHH YCKOPEHHU IPOLEAypH 3a
OIIEHKa, KOUTO J1a C€ IpuJjaraT 1o OTHOLICHHWE Ha JEKAPCTBEHHUTE
NPONYKTH C OcCOOeHa TepamleBTHYHA 3HAYUMOCT, KakTo |
mpoueaypy 3a NpuaoOMBaHe Ha BPEeMEHHU —pa3pellieHus,
CBHIBPIKALIM HAKOM IOJJICkKAIIM Ha €XKEroHO IpepasriieKIaHe
ycioBus. B cdepara Ha JekapcTBEHUTE NPOJIYKTH 3a XyMaHHa
ynoTpeba cieqBa Ja ce BB3NIPHEMa, KOTaTo TOBAa € BB3MOXKHO,
u o0ul MojaxoJ] MO OTHOIIEHHE HAa KPUTEPUUTE M YCIIOBHSTA 3a
naguaTHBHA ymoTpeba Ha HOBH JIEKApPCTBEHW NPOAYKTH II0
CHJIaTa Ha 3aKOHOJATEJICTBATA HA JIbPXKABUTE-UJICHKH.

JIbprkaBUTE-4ICHKH pa3loyiarat ¢ IMPOIEAypa 3a CpPaBHUTEIHA
OIlcHKa Ha e(MKacHOCTTAa Ha JICKAPCTBEHHTE MPOMYKTH, MOAIO-
Maraiia BHEJPSBAHETO Ha HOB JIGKAPCTBEH INPOJIYKT B TEPAICB-
THYHUSI KJIAC Ha BEYe ChINCCTBYBAIIM JICKAPCTBCHH IPOJIYKTH.
AHANOIMYHO, B CBOMTE 3aKIIOYCHUS OTHOCHO JICKapCTBCHUTE
MpOIyKTH u obrrectBeHoTo 3xapase (1), mpuetn Ha 29 [OHH
2000 r., CBBeTHT MOJUEpPTA 3HAUCHHUETO HA HACHTH()UIMpPAHETO
Ha JICKApCTBCHHUTE IIPOAYKTH, OCHrypsiBamy ao0aBeHa Tepa-
HNEeBTHYHA CTOMHOCT. HesaBmcmmMo 0T ToBa  BBIPOCHOTO
OLICHSBAHE HE CIEJBA Jla CC W3BBPIIBA B KOHTCKCTa Ha H3/a-
BAHETO HA pAa3pCHICHHSATa 3a THPrOBUS, IO OTHOIICHHE Ha
KOHTO, 1O 0OII0 MHEHHE, CIeABa Ja Ce CHhXPaHU IPHIIATaHETO
Ha (QyHIaMEHTAIHWUTE KpUTEpUHU. B TOBa OTHOIICHHWE OU OWIIO
MOJNIC3HO J]a Ce OCHTYpPH BB3MOXKHOCT 3a ChOMpaHe Ha
uH(MOpPMALHs 32 MPUWIATAHUTE OT IbPXKABUTC-WICHKA METOIH 3a
OIIpeNieIIsTHE HA TEPAIeBTUYHMTE W3TOAM, NOTYyYaBaHH OT BCEKH
HOB JICKAPCTBEH IMPOJIYKT.

CepriiacHo — jgeiicTBammre KbM  MOMEHTa  pasmopendu  Ha
Jupextuu 2001/83/EO u 2001/82/EO cpokbT Ha JeiicTBUE Ha
paspenieHusiTa 3a ThPropuss Ha OONHOCTTA MIBPBOHAYAIHO €
OrpaHWYeH 70 TEepPHOa OT MeT TOJWHH, CJIeA YHEeTO H3THYaHe
paspelieHueTo MoJUIekn Ha mnoaHoBsBaHe. Cien ToBa paspe-
IICHUETO 32 THPTOBHS CJIE/IBA JIa OCTAHE B CHJIA 32 HEOTPAHUYCH
nepuosr ot Bpeme. OcCBeH TOBa BCSKO HEHU3ION3BAHO B
MPONBDKEHHE HA TPU TIOCIEJOBATENHH TOJWHH pa3pelieHue,
T.€. pa3pellcHue, Bb3 OCHOBA HAa KOETO NpPE3 BBIIPOCHHS TEPHOL
Ha mazapa B OOIIHOCTTa He € OWJI IycHaT KakbBTO M Ja OWIO
JICKApCTBEH MPOJYKT, CE CUUTA 33 HENCHCTBHUTEIHO, 32 Ja MOXE
Jla ce M30erHe aJMHHUCTPATHBHATA TEXKECT, CBbp3aHa C MOIbp-
JKaHETO Ha MoJI00HO pasperrenne. He3aBucumo oT ToBa Morar jia
ce TpaBAT M3KIIOYCHHS OT TOBAa IPABUJIO B CIIydauTe, KOTaTO
MOCJIETHATE Ca OINpPAaBIaHH OT Kacaelud OOIIECTBEHOTO 3IpaBe
ChOOpaKEHHUS.

JlekapcTBeHUTE TPOIYKTH, CHABPIKAIIN HIH CHCTOSIIN CE OT
TEHETUYHO MOJU(UIMPAHU OpPraHU3MH, MOTraT Ja HOPOIAT
pHCKOBE 3a OKONHara cpena. [1o Ta3uw MpHYMHA O OTHOIICHUE

(') OB C 218, 31.7.2000 r., ctp. 10.



2004R0726 — BG — 26.01.2007 — 001.001 — 9

Ha NOJ00HM NMPOAYKTU € HEOOXOANMO [ia ce NMPUIIOKHU IpoLeaypa
3a OIlCHKa Ha PHCKa 3a OKOJHATA Cpela, aHAJOTHYHA Ha IpoIle-
Jypata, TpeaBueHa no cMuchia Ha {upextusa 2001/18/EO Ha
EBponeiickust mapaamenT U Ha CwBera ot 12 mapr 2001 r. 3a
CB3HATETHOTO OCBOOOXKIABaHE B OKOJHATA Cpefa HA TEHETHYHO
Momubuimpany  oprau3mu (1), KOSATO ga  ce  NpOBEKAA
HmapajerHo Ha OIEHKAaTa, B paMKATE Ha €JHA-CIHMHCTBEHA
npouenypa Ha OOIIHOCTTa, Ha KadecTBOTO, OE3BpPEJHOCTTa U
e(UKacHOCTTa HAa CHOTBETHUS TPOIYKT.

(37) Mepkute, HEOOXOIMMHM 3a TNPWIATAHETO HA  HACTOSIIUS
periiaMeHT, clienBa Ja ce TpHeMaT B ChOTBETCTBHE ¢ Pemienne
1999/468/EO na CwBera ot 28 1oHH 1999 r. 3a ycraHOBsiBaHE Ha
MPOLIEypHUTE 32 YIPaXKHABAHE HA M3ITBIHUTEITHUTE MTPaBOMOIINS,
npenocraBern Ha Komucusira (2).

(38) Pasnopembure ua Permament (EO) Ne 1647/2003 () 3a
u3meHenne Ha Permament (EO) Ne  2309/93  ortHOCHO
OIO/DKETHUTE W (UHAHCOBHTE MPABWIA, TPHIOKAMH KbM
pabortata Ha AreHIMATa, W JOCThIA JO JIOKYMEHTHUTEC Ha
AreHIsATa, CleiBa @ CE BKIOYAT B TsAXHATA IUIOCT B
HACTOSIIHUS PETITaMEHT,

INPUEXA HACTOALLIMA PEI'JIAMEHT:

TS 1

OIPEJEJIEHHUS U OBXBAT

Ynen 1

Hacrosmusar periaMeHT uMa 3a L€l Ja YIBbPAM IPOLEAYypU Ha
OOmHoCTTa 3a pasperiaBaHe, KOHTPOI U (GapMakoIoruuHa OIUTETHOCT
Ha JIGKapCTBEHHUTE NMPOTYKTH 3a XyMaHHa M BETEpHHApHA ymoTpeba u
cb3aBaHeTo Ha EBpomelicka areHnus no JiekapcrBara (HapuyaHa IO-
JIOY ,,ATCHIUSTA™).

Pasznopenbure Ha HACTOSIIMS PErVIAMEHT HE 3acAraT MpaBOMOILMsTA Ha
OpraHuTE Ha JIbP)KABUTE-WICHKH, Kacaelly OIPE/IeNIIHEeTO Ha [IEHUTE Ha
JICKApCTBEHUTE TMPOAYKTH WM TAXHOTO BKJIIOYBaHE B oOOXBaTa Ha
cucTeMa 3a 3/IpaBeola3BaHe MM CXEMHUTE 3a COLMAIHO IMOANOMAaraHe
Bb3 OCHOBA Ha 3[paBHU, MKOHOMHYECKH WJIM couuaiHu ycioBus. [lo-
CIELHATHO IbP)KaBUTEe-YJICHKH UMaT cBOOOJa Ha N300p HA TaKWBa Tepa-
MEBTUYHY MOKa3aHUS M Pa3MepH Ha ONMAKOBKUTE MEXIy (HUTypHUpaIInuTe
B pa3peleHueTo 3a THProBUs JAHHU, KOUTO Iie ObJaT oOXBaHATH OT
TEXHUTE OPraHH 3a COLUAIHO IOJIOMaraHe.

Ynen 2

OrmpenienenusaTa, chabpxamm ce B wieH 1 ot Jupextura 2001/83/EO n
ornpeeNeHusITa, Chbpkanm ce B wieH 1 ot upexrusa 2001/82/EO, ce
MPUIaraT M 3a HeJNTe Ha HACTOSIIHUSA PeriIaMeHT.

TuTynApbT Ha paspelieHue 3a THPrOBUSL C JIEKAPCTBEHW HPOIYKTH,
MpeAMeT Ha HACTOSIIHS perjiaMeHT, TpsOBa 1a ObJe YCTAaHOBEH B
O6muHocTTa. TUTYIISIPHT HOCH OTIOBOPHOCT 3a IYCKAaHETO Ha Iasapa
Ha BBIIPOCHUTE JICKAPCTBEHHU IIPOJYKTH, HE3aBHCHUMO Al CHIIOTO CE
U3BBPIIBA OT CAaMUSl HETO WJIM OT €JHO HJIM NOBEYE YIBIHOMOILECHHU 32
Ta3® e JIIA.

(") OB L 106, 17.4.2001 r., ctp. 1. JlupekTuBa, MOCIEIHO HW3MEHEHA C
Permament (EO) Ne 1830/2003 na Epomeiickust nmapmameHT u Ha CbBeTa
(OB L 268, 18.10.2003 r., ctp. 24).

(®>) OB L 184, 17.7.1999 r., ctp. 23.

(®) OB L 245, 29.9.2003 r., ctp. 19.
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Ynen 3

1. Ha masapa ma OOmHOCTTa MOraT Ja OBJAT ITyCKaHH EIHHCTBCHO
¢durypupamy B NPUIOKEHUETO JIGKAPCTBEHHU IPOJYKTH, 33 KOMTO HMMa
pa3peleHns 3a ThPrOBHsA, HAUISKHO M3AaneHn oT OONIHOCTTAa B CHOT-
BETCTBHE C Pa3nopen0uTe Ha HACTOSIIHS PEriaMeHT.

2. 3a Bcekw Heurypupall B TPHIOKEHHETO JIEKapCTBEH IMPOIYKT
MOXKe Jla ObJie IPEeloCTaBEHO pa3pelleHHe 3a ThbproBus or OOLIHOCTTA
B CBHOTBETCTBHE C Pa3NopeJOUTe Ha HACTOSIIIMS PETJIaMEHT, aKo:

a) JIEKapCTBEHUST NPOIYKT CBHIbp)KAa HOBA aKTHBHA CyOCTaHIWS, 3a
KOSITO He € uMajo paspemeHue B OOLIHOCTTa KbM Jararta Ha
BJIM3aHETO B CHJIAa HAa HACTOALIMS PErjlaMeHT; WU

6) 3asABUTCIIT AEMOHCTPHUpPA, Y€ JICKapCTBCHUAT IMPOAYKT IIPCACTABIISIBA
HOBOBBBCIACHHUC OT IJICIHA TOYKA Ha HETOBaTa TCpariCcBTU4YHA, HAy4YHaA
WM TCXHUYCCKA CTOI71HOCT, WM 49€ IIPCOOCTaBAHETO HA PaspeuICHUC
B CbOTBETCTBHUC C HACTOALIMSA PCTIIAaMEHT € B MHTCPEC 3a IMAllUCHTUTE
WA 3APaBCTO HAa XUBOTHUTC Ha 06H.IHOCTHO PpaBHUIIC;HATUOHATIHATA

3a MMYHOJOTMYHHWTE BETEPUHAPHU NPOJIYKTH 3a JieYeHHe Ha 3a00-
JSIBAaHHUS MO JKMBOTHUTE, KOUTO Ca TPEIMET Ha MEpKUTe 3a Mpodu-
nmaktka Ha OOIIHOCTTa, CBINO MOTraT Ja ObJaT TPEIOCTABECHH
HOJ00HU pa3pelleHus.

3. PaspemieHue 3a reHepUdeH JIEKapCTBEH NPOLYKT Ha pedepeHTeH
JEeKapCTBEH MpPOAYKT, 3a KOMTO HMa W3JafeHO pa3pelieHHe OT
OOmHocTTa, MOXe Ja Oble MPEeAOCTaBEeHO OT KOMIIETEHTHHTE OpraHu
Ha JbpXkaBUTe-4IeHKH B cboTBeTcTBHE C JupektuBa 2001/83/EO m
Jupextusa 2001/82/EO mpu cria3BaHe Ha CIICTHATE yCIOBHSL:

a) 3asBJICHHETO 3a W3JaBaHE Ha paspelieHHe € MPEJCTABCHO B CHOT-
BerctBue ¢ wieH 10 ot upextuBa 2001/83/EO m wimen 13 ot
Jupexrusa 2001/82/EO;

6) 0000IIEHNEeTO Ha XApaKTEPUCTUKUTE HA IPOAYKTa € BBB BCHUKHU
OCHOBHH OTHOIIEHHSI CBBMECTHMO C OOOOLIEHHMETO Ha Beye
paspemieHust oT OOIIHOCTTa JIEKAapCTBEH HPOAYKT, C HM3KIIOYCHUE
Ha eJIEMEHTHTEe OT O0OOILIEHHETO Ha XapaKTepPUCTHKHTE Ha JIieKap-
CTBCHHUS IPOIYKT, OTHACAIIM CE IO IOKA3aHHUATA M JIO3UPOBKHTE,
KOUTO ca OWiIM OOXBaHATH OT IATEHTHOTO 3aKOHOJATENICTBO IO
BPEMETO Ha THPTOBHATA C TCHEPHYHUS JICKApPCTBCH IMPOIYKT; U

B) TCHEPUYHHAT JIEKAPCTBEH MPOIYKT € pa3pelieH MOJ eIHO U ChIIO0
HAUMCHOBAHHE BBB BCHYKH [[bPXKABH-WICHKH, B KOUTO ca OmIH
BHECCHH 3asBIICHUS 3a W3JaBaHe Ha pasperreHue. [lo cmmchbia Ha
HacToslIara pasrnopeada BCHUKH e3uKoBU Bepcuu Ha INN (Mexmy-
HApOJIHOTO HEMAaTeHTOBAaHO HAaWMEHOBAHWE) C€ BB3IPHEMAT Karo
€/IHO M CHIUIO HaHMCHOBAHHC.

4. Cnen KOHCYATalMA C KOMIIETEHTHATa KOMHCHS KBbM ATEHIUsATa
NPUIOKEHUETO MOXe Ja ObJe IpepasriielaH0 B CBETJIMHATa Ha
HAYYHO-TEXHUYECKUSI TIPOrpec C OrJieJ] BHACSHETO Ha BCHYKHU
HEOOXOMMH M3MEHEeHHs1 0e3 paslmpsiBaHe Ha 00XBaTa Ha [EHTPaTU3H-
paHara mporeaypa. BBIpoCHHTE HW3MEHEHHUS C€ ITpUeMaT B ChOT-
BETCTBHE C TMpOLEAypaTa, mocoueHa B uieH 87, maparpad 2.

Ynen 4

1.  3asBieHusiTa 3a TOJy4YaBaHE Ha pa3pelIeHUsATa 3a THPTrOBUS,
IMOCOYEHM B 4JIeH 3, ce mojaBaT A0 ATreHIuATA.

2. OOmiHOCTTa MpENOCTaBs pa3pelieHusTa 3a THPrOBUSL C JIeKap-
CTBCHH TPOIYKTH 3a XyMaHHa yNOTpeOda W OCBHIIECTBSIBA KOHTPOII
BBPXY TAX cwriacHo st [L.
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3. OOmHOCTTa TpENOCTaBs pa3pelieHUsiTa 3a THPTOBUS C BETe-
pPUHApHH JIEKAPCTBEHU MPOIYKTH M OCBHIIECTBSBA KOHTPOJI BBPXY TAX
copraacHo jsn 11

JUUT 1T

MN3JABAHE HA PAPENIEHUSA 3A JIEKAPCTBEHUTE
MNPOAYKTH 3A XYMAHHA YIIOTPEBA U1 KOHTPOJI BbPXY
TAX

I'masa 1

IMoxaBaHe u pasriiekIaHe HA 3asiBJCHHs] — pa3peLIeHUst

Ynen 5

1. Cs3pmaBa ce Komuter mo JekapcTBEHHTE MPOIYKTH 3a XyMaHHA
ynotpe6a. KoMUTeThT npeacraisBa 4acT OT ATEHIHTA.

2. be3 ma ce 3acsra wieH 56 win ApyTH 337a9d, KOUTO 3aKOHOIATEI-
ctBoto Ha OOmHOCTTA MOXeE Ja BB3JIOKM Ha Komutera mo sekap-
CTBEHHTE TPOIYKTH 3a XyMaHHA ymoTpeda, MOCIeTHHAT HOCH OTro-
BOPHOCT 32 H3rOTBSIHE HA CTAHOBMIIATA HAa ATEHIHUSATA 10 BCHYKHU
BBIIPOCH, Kacaelly JOMYyCTHUMOCTTa Ha JOKyMCHTAIMsATA, MpEICTaBeHa
B CBHOTBETCTBHME C LEHTpaJU3UpaHara Ipolenypa, MpeIoCTaBsIHETo,
MpOMSIHATA, TMPEYCTAHOBSIBAHETO HA JCWCTBHETO WJIM OTTEIJISTHETO Ha
paspemieHusiTa 3a IMyCKaHe Ha JIEKAPCTBEHW IPOAYKTH 32 XyMaHHa
ynotpeba Ha mazapa B CHOTBETCTBHE C paslopel0MTE Ha HACTOSLIHS
ISUT ¥ (papMaKoJIOruYHaTa OJIUTEITHOCT.

3. Tlo uckaHe Ha M3ITBIHUATEIHHS JUPEKTOP Ha ATCHUUATA WU TIPE-
crasurens Ha Komucusra KomMuTeTpT 1Mo JiekapcTBEHUTE MPOIYKTH 3a
XyMaHHa yrnoTpeda M3roTBsl CTAHOBHUINA 1O BCHYKU BHIPOCH OT HAYYHO
€CTECTBO, Kacaellld OLIEHKaTa Ha JIEKAPCTBEHUTE MPOAYKTH 3a XyMaHHa
yrnorpeda. KomuteTsT oTaens mono0aBaio BHAMAaHUE Ha OTIPABEHUTE
OT JbP)KaBUTE-WICHKH MCKaHUS 3a MPEJOCTaBsHEe Ha craHoBHIIa. OcBeH
toBa KomurerpT naBa cTaHOBHINE BBB BCHUKU CllyyaW, B KOHTO €
HAJIMIE pAa3HOIJACME B OIIGHKAaTa Ha JICKAPCTBEHUTE NPOIYKTH B
paMKHMTe Ha IpoleaypaTa 3a B3aUMHO Ipu3HaBaHe. CTaHOBMILETO Ha
Komurera e 00LIECTBEHO JOCTBIIHO.

Ynen 6

1. Bcesko 3asBneHme 3a ToNydyaBaHE Ha pa3pelIeHHre 3a THPTOBUS C
JIGKapCTBEH IPOJIYKT 3a XyMaHHA yrorpeba BKIIOYBA KOHKPETHO U
BCEOOXBATHO MaHHUTE U JOKYMEHTHTE, TpPEIBHICHH B WIeH §,
maparpad 3, wienose 10, 10a, 106 mm 11 u mpunoxenne 1 xBM
HupextuBa  2001/83/EO.  JloxymeHTuTe TpsiOBa Ja  BKIJIIOYBAT
CTaHOBHIIE, CBIVIACHO KOETO KIMHWUYHHUTE W3MUTBAHMUSA, IPOBEICHU
U3BBH TEPUTOPHATA Ha EBPONEHCKHS CHIO3, YIOBICTBOPSBAT CTUYHHUTE
uznuckBanus Ha JlupektuBa 2001/20/EO. BwnpocHuTe AaHHU U
JOKYMEHTH ca CBOOpa3eHH CbC crermupuaHoto 3a OOmHOCTTA
€CTECTBO Ha 3asBICHMATA 3a M3JaBaHEe Ha paspeleHus] U Iperoarar,
OCBEH B M3KITIOYHUTEIHHUTE CIIyYaW, CBbP3aHH C MPIJIATaHeTO Ha 3aKOHO-
JaTeNICTBOTO IO OTHOIIEHHWE Ha TBHPTOBCKUTE MAapKH, BKIIOYBAHE Ha
€/IHO-CJIMHCTBEHO HaMMEHOBAHHE 32 CHOTBETHHS JIEKAPCTBEH IMPOIYKT.

3asBJICHUETO Ce NpuapyxaBa OT TaKCa, KOATO CJI€Ba Oda C€ IUIaTH Ha
AI‘GHHI/IHTa 3a pasTiICKOaHC Ha 3asdBJICHUCTO.

2. Tlo oTHOIIEHWE Ha JEKAPCTBEHWTE TMPOAYKTH 3a XyMaHHA
yrmoTrpeba, ChIbpXKAINIM WM CBCTOAIIA CE OT TEHHOMOAU(DHUIHpAHN
opraHuaMu 1o cmuchia Ha uieH 2 ot JupekruBa 2001/18/EO,
3asBJICHUETO Ce MPHUIPYXKaBa OT:
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a) KOmWe OT MHUCMEHOTO pa3pellieHre Ha KOMIIETCHTHHUTE OpraHd 3a
CB3HATENHO OCBOOOXIaBaHE B OKOJHATA Cpe/a Ha TeHETHYHO MOMM-
(unmpaHy OpraHu3MH 3a HAYYHOM3CIICJOBATENICKH IENH B CIyJauTe,
B KOUTO TOBa ¢ mpeaBuieHo B 4acT b or Iupekrusa 2001/18/EO
mwm dact b ot JupextuBa 90/220/EMO na CwBera ot 23 ampun
1990 r. OTHOCHO CH3HATEIHOTO OCBOOOYKJAaBaHE B OKOJHATA Cpesa
Ha TEHETHYHO Moaubuuupanu opranmmu (1);

0) mBIHATa TEXHMYECKAa TOKYMEHTAlHs, IPeIoCTaBsAla HHYOpMaNHTa,
n3nuckBaHa cbriacHo npuwioxkenus I u IV kem  Jlupextusa
2001/18/E0O;

B) OLICHKaTa 3a PHCKAa 3a OKOJIHAaTa CpeJa B CHOTBETCTBHE C IIPHH-
uImTe, N3noxeHu B nprioxkenue I kem dupexrusa 2001/18/EO; u

T) pe3yiraTuTe OT NPOYUBAHHUATA, HM3BBPIIEHH C HAYyYHOM3CIIEHAOBA-
TeJCKa LeI.

Unenose ot 13 no 24 or Jupexrusa 2001/18/EO He ce mpwiarar no
OTHOIIGHHE Ha JIEKApCTBEHM MPOAYKTH 3a XyMaHHa ynorpeoa,
CBABPKAIM WM CBCTOAIIM C€ OT TECHETHYHO MOAU(DUIMPAHH
OpraHU3MH.

3. AreHmumsra cienu craHoBumiero Ha Komwurera mo jekapcTBEHHUTE
MIPOJIYKTH 3a XyMaHHa yrorpeda aa Oblie MpeaocTaBsiHO B ¢pok 110 210
JTHH CJIeJl TOJy4aBaHETO Ha BAJIMIIHO 3asiBIICHHE.

BpemerpaeHeTro Ha aHalW3a Ha HayyHWUTE JAHHU OT JOCHUETO, IPUIPY-
JKABaIlo 3asfBICHHETO 3a MPHUAOOMBAaHE HAa pPa3pelieHHe 3a ThPrOBHUS,
TpsiOBa 1ma Obme Haif-manko 80 JIHM C HM3KIIOYCHHE Ha CIIydauTe, B
KOUTO MOKIATUUKBT M CHAOKIAAIUKBT OOSBAT, 4e ca MNPUKIIOUHIA
M3BBPIIBAHATA OT TAX OICHKA IPEI M3TUYAHETO Ha TO3M CPOK.

Bb3 ocHOBa Ha Haue)kHO 000CHOBaHA MoJiOa crioMmeHatusaT Komwurer
MOXe Jla TIOMCKA YABDKaBaHE Ha CPOKA Ha aHAIM3a HAa HAYYHUTE JAHHU
OT JIOCHETO, TIPHAPYKABAIO 3asBICHUETO 3a MpUA0OMBaHE HAa
paspelieHue 3a ThPrOBHSI.

B ciyyaute Ha JIeKapcTBEHM TMPOAYKTH 3a XyMaHHA yHoTpeoa,
ChABPKALIA WIH CHCTOSIIM CE OT I'CHHOMOAMU(DHUIMPAHU OPraHH3MH,
CTAQHOBHUINETO Ha mocoveHus Komwurer crmenpa ma Obae choOpaseHO ¢
W3HMCKBAHMATA 32 CKOJOTMYHA OE3BPEIHOCT, MpeJBHACHN B JIMpeKTHBa
2001/18/EO. B mporieca Ha OlleHKaTa Ha 3asiBIICHHUATA 32 pa3pelieHus 3a
TBPrOBHS C JIEKApCTBEHH MPOIYKTH 32 XyMaHHA yHMOTpeOa, ChIbPIKAIIH
WIA CBCTOSIIIM €€ OT TCHETHYHO MOMU(HUIMPAHH OpraHU3MH,
JMOKIQIYUKBT TPOBEXKIa HEOOXOMUMHUTE KOHCYJITAMH C OpTaHHTE,
yupenenu ot OOLIHOCTTa WM IbP)KABUTC-UICHKH B CHOTBETCTBHE C
JHupextusa 2001/18/EO.

4.  Bwb3 ocHOBa Ha KOHCYNTAIlMHA C ATEHIHATA, TbPKABUTES-UWICHKH U
3auHTepecoBaHuTe cTpaHu Komucusita HM3roTBs IMOAPOOHU YyKa3zaHHA
OTHOCHO (popmMaTa, B KOSTO Clie/iBa Jia ObJAT MPE/ICTABCHU 3asBJICHUSITA
3a TOJlydaBaHe Ha pa3peuieHusl.

Ynen 7

3a mesnmTe Ha M3TOTBSHETO HAa CBOETO cTaHoBHIE KomMuTeThT 1o jexap-
CTBEHUTE TPOJYKTU 32 XyMaHHa yrorpeda:

a) yIOCTOBepsBa, Y€ JAHHUTE M JOKYMEHTHTE, MPEICTaBEHH B CHOT-
BETCTBHE C WICH 6, OTrOBapsAT Ha W3UCKBaHWATA Ha JlMpeKTHBa
2001/83/EO wu mpoBepsiBa JNalk ca CIIa3eHU MPEABUJICHUTE B
HACTOSIIIMS PETJIAMECHT YCJIOBUSI 33 MPEJOCTaBSHE HA Pa3peIlCHHE
3a THPTOBHS,

() OB L 117, 8.5.1990 r., crp. 15. HupektnBa, oT™MeHeHa C JlupekTHBa
2001/18/EO, HO Bce olie mpuTekapalia OMPEIEIeHO MPaBHO JCHCTBHUE.
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0) Moxe na ce 00bpHE KbM JlabopaTopus 3a OQHIMAICH JICKApCTBEH
KOHTPOJI WJIM J1abOpaTopHsi, MMOCOYCHA OT [aJcHa JIbpKaBa-4ICHKA
3a ChIIaTa I, ¢ MCKaHe 3a M3MUTBaHe Ha JIEKAPCTBEHHS MPOIYKT
3a XyMaHHa yrnorpeba, H3XOJHHTE MATepHUAH 3a HETOBOTO IOJIY-
yaBaHe W ako TOBa € HEOOXOJUMO, MEXIMHHHUTE MPOIYKTH MpPH
HErOBOTO TOJyYaBaHe WM JPYTH CHhCTABHU HETOBH KOMITOHEHTH,
3a [eJIUTe HA MPUI0OMBAHETO HA JOKA3ATENICTBA 3a YOBICTBOPHUTEII-
HOCTTa Ha MPHWJIAraHUTe OT MPOU3BOJUTENSI M OINUCAHH B JIOKY-
MEHTUTE KbM 3asiBJICHACTO METOAM 3a KOHTPOIL.

B) MOXeE Ja ce oObpHE KBM 3asBHUTENS C HCKAaHE 3a OCHTYpsBaHE Ha
JAHHUTE, TOPHIPYKABAIIN 3as[BJICHUETO, B ONPE/CICH 3a TOBA CPOK.
B ciyyante, B kKOHTO TOoCOUeHHAT KOMHTET ce BB3MOI3Ba OT TOBA
CBOE IIPaBO, CPOKBT, IMPEABUJAEH B 4ieH 6, maparpad 3, mbpBa
aIlMHesI, Ce CIUpa OO MOMEHTa, B KOHTO OBIe IMOTydYeHa IOITbI-
HUTENTHO TOWCKaHaTta wuHpopMarms. [lo aHaloOrW4YeH HAa4YUH TO3M
CPOK Ce TpEyCTaHOBsIBA 32 BPEMETO, MPEJOCTABEHO Ha 3asBHUTENS
3a MOJrOTBSHE HA HETOBUTE YCTHH WM MUCMEHU OOSICHEHUSI.

Ynen 8

1.  Koraro mameHa IbpkaBa-djeHKa TMOJYyYH MHUCMEHO HCKaHE OT
Komurtera mo nekapcTBeHUTE MPOMYKTH 3a XyMaHHa yrnortpeba, Ts
u3npamia uHGOpMaIMiATa, KaTo MPUBEKAA J0Ka3aTeJICTBa B T0Ji3a Ha
TOBa, Y€ TPOU3BOIAMUTENAT Ha JIEKAPCTBEHHS TPOMYKT MM BHOCHTEIST
Ha MPOJYKTa OT TPETa CTpaHa € B ChCTOSIHUE J]a TIPOU3BENIE ChOTBETHHUS
JIeKapCTBEH MPOAYKT HW/WIM 1a TPOBeae HEOOXOMMMHTE KOHTPOJHU
M3MUTBAHUS B CHOTBETCTBHE C JAHHHUTE M JOKyMEHTHUTE, TPEIOCTABEHU
CBIVIACHO YjicH 6.

2. Korato cyere ToBa 3a HEOOXOJUMO BBB BPB3Ka C PA3IIICKIAHETO
Ha JaJCHO 3asBJCHHUE, MocouyeHUAT KomHuTeT MoOke Ja MOWCKa OT
3asBHUTEINSl Ja MPEMHUHE CIICIMajHa MPOBEpKa Ha MSICTOTO Ha IMPOU3-
BOJICTBO Ha CBHOTBETHHS JIEKAPCTBEH NPOIYKT. [logoOHM TpoBepKH
Morar Jia He ObJaT OOSBSBAaHU IPEIBAPUTEITHO.

IIpoBepkara ce m3BBpIIBA B PAMKUTE Ha CPOKa, MPEIBUICH B 4JeH O,
naparpad 3, mbpBa ajMHEs, OT HMHCIEKTOPU OT JIbp)KaBaTa-dJICHKa,
NPUTEKABAlM TIOAXOMAAIA KBaMU(HKALMSA; CBIIUTE MOraT Jaa ce
MpHUJIpY>KaBaT OT JOKIAIUUK WK CIEIUAINCT, onpezaeneH oT Komurera.

Ynen 9

1. Arenumsara uH(pOpMHpa He3a0aBHO 3asBHUTEIS, aKO CTAHOBHUIIETO
Ha Kommrera 1o jekapCTBEHHTE MPOMYKTH 32 XyMaHHa ynotpeba e, 4e:

a) 3as{BJICHHETO HE OTroBaps Ha KPUTEpUUTE 3a U3/IaBaHE Ha
paspelieHue, ChAbPKAIM Ce B HACTOSIIUSA PErIaMeHT;

0) e HeoOXOAMMO Ja ce NMPOMEHM OOOOIICHHETO Ha XapaKTepPHUCTHKHUTE
Ha MPOAYKTA, MPEUIOKEHO OT 3asiBUTELS;

B) €THUKETUTE WJIM JHCTOBKATAa C YIIHTBAHMS B OMAaKOBKAaTa Ha MPOIYKTa
HE OTroBapsAT Ha W3UCKBaHMATa Ha a1 V  or Jlupektusa
2001/83/EO;

I') HeOOXOIMMO € Ja Ce TPEeNOCTaBh pa3pelleHHe IpY Cla3BaHe Ha
yCIIOBHATA, NPEABUICHN B wieH 14, maparpadu 7 u 8.

2. B cpok g0 15 nHu crnes nmoigydyaBaHe Ha CTAHOBHIIETO, TTOCOYCHO B
naparpad 1, 3asBUTENSAT MOXE Ja OTIpaBH J0 AreHIMsATa MHCMEHO
yYBEIOMJICHHE, 4Ye O KejlaJl Jia TOHMCKa MpepasriiekIaHe Ha CTaHo-
Bumiero. B To3u ciydall 3asgBUTENAT W3Mpama Ha ATEHIUsATa
Mo pOOHU MOTHBH 332 MCKAHETO CU B CPOK OT 60 JHU clie/ MojyyaBaHe
Ha CTAaHOBHIIIETO.

B cpok no 60 nmHM crnen MoMy4aBaHETO Ha MOTHBHUTE 3a HCKAHETO,
nocoyeHnsT Komurer npepasriexia cBOETO CTAaHOBHILE B ChOTBETCTBHE
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C YCIIOBMATA, YCTAHOBEHH B 4WjeH 62, maparpad 1, uyeTBbpTa ajuHes.
KBM OKOHYATEITHOTO CTAaHOBHWINE CE€ MPHUKPEIAT MPHIMHMTE 3a HAIpa-
BEHOTO 3aKITIOYEHHE.

3. B cpok no 15 nHM ciex HEroBoTo NMpreMaHe ATEHIUATA U3MIpalia
OKOHYATEIHOTO CTaHOBHIIEe Ha mocodyeHus Komurer no Komucwsira,
IbP)KABUTE-WICHKH W 3asBUTENS, 3aelHO C JOKJIAJ, B KOWTO ce
ChAbpKA OINKCAHME HA OICHKATA HA JICKAPCTBCHUS MPOLYKT OT
Komurera 1 u3noxkeHHe Ha NMPUYUHUTE 32 HETOBOTO 3aKITIOUCHHE.

4. Ilpu craHOBHIIEC B IOJI3a HAa MPEJOCTaBIHETO Ha pas3pelleHue 3a
IyCKaHe Ha CHOTBETHUs JICKAPCTBEH MPOJIYKT Ha Maszapa KbM CTaHO-
BHIIETO CE MPWIIATraT CICIHUTE JOKYMEHTH:

a) TPOEKT Ha 0000IIeHNEe Ha XapaKTEPUCTHKHUTE HA MPOJIYKTa CHITIACHO
yiied 11 ot J{upekrusa 2001/83/EO;

0) JMaHHM 32 YCJIOBHSATA WIIM OTPAHUYCHHSTA, KOUTO ClIeABa Jia ObJar
HAJIO)KEHW BBPXY JOCTAaBKHTE WIJIM YyIOTpedarta Ha CHOTBETHHS
JIEKapCTBEH MPOIYKT, BKIIOYUTETHO YCIOBHATA, MPH KOWUTO JeKap-
CTBEHHAT MPOJIYKT MOXE Jia Ce TPEIOCTaBs Ha MAlUECHTH B CHOT-
BETCTBHE C KpUTEepUUTe, W3IOKeHH B 1st1 VI ot JlupektuBa
2001/83/EO:

B) JIAHHM 32 TMPENOPBUUTCIHUTE YCIOBHS WIA OTpaHHYCHUsTA IO
OTHOILIICHHE Ha Oe3BpenHaTa W edekTuBHA yrnoTpeba Ha Jekap-
CTBEHHS MPOJIYKT;

I) TPOSKT Ha TEKCTa HA CTUKETUTE W JIUCTOBKATa C YINBbTBAHUS B
OTAaKOBKAaTa, MPEJIOKEH OT 3asBUTENS, MPEACTABEH B CHOTBETCTBHE
¢ st Voot dupektuBa 2001/83/EO,;

H) JOKJIIaAbT 3a OLICHKAara.

Ynen 10

1. B cpok or 15 nuu ciesn nosy4aBaHETO Ha CTAHOBHIIETO, IOCOYEHO
B wieH 5, maparpad 2, Komucusta moarotss MpoOEKTOPEIICHHE, KOETO
Ja OB/l B3E€TO MO OTHOIICHHE HA 3asiBIICHHETO.

B ciydaurte, B KOMTO [afeHO IPOEKTOpPENIeHHE TNPEABUKAA INPenoc-
TaBsHE Ha pAa3pelliCHUE 3a TBHProBHUs, CHUIOTO BKIIOYBA WM C€
1030BaBa Ha JOKYMEHTHTE, ITIOCOYEeHH B WieH 9, maparpad 4, OykBu

a), 0), B) u T).

B caydante, B KOMTO IPOEKTOPELIEHUETO HE CHOTBETCTBA HAa CTaHO-
BumIeTo Ha AreHnusra, Kommcusta mpunara moapoOHO OOSCHEHHE 3a
[IPUYMHUTE 3@ PA3HOIJIACUETO.

IIpoekTopemnieHneTo ce u3Mpalia Ha IbpKABUTE-WICHKH U Ha 3asSBUTEJ.

2. Komwmcusta mpmemMa OKOHYATEIHO pelIeHHe B CHOTBETCTBHE C
nporeaypara, rnocoueHa B uieH 87, maparpad 3, B cpok go 15 aHu
CJeJl MPUKIIOYBAHETO .

3. TIOCTOSIHHHST KOMHTET IO JICKAPCTBEHUTE MPOLYKTH 338 XyMaHHA
yrnotpeba, mocodeH B wieH 87, maparpad 1, Kopurupa cBosi IpoLEeaypeH
OpPaBUIHMK, 32 Ja B3€ME II0J BHHMAaHHC BB3IOKCHHUTEC My 3a1a4d
CBITIACHO HACTOSIIUS PETrJIaMEHT.

B cwoTBercTBUHE C BBIIPOCHUTEC KOPCKIUU:

a) CTaHOBHMIIETO Ha mocoveHus [locTosHeH KoMuTeT TpsiOBa 1a ce
IpeIocTaBy B mucMeHa Qopma;

0) Abp)KaBUTE-WICHKU pasmojiaraT ¢ 22 JHU 3a M3MpalaHe Ha CBOMTE
MMUCMEHHU 3a0eJIeKKU 1Mo TpoekropemieHuero 1o Komwucusita. Hesa-
BHCHMO OT TOBa aKO € HaJIWIE HEOOXOIMMOCT OT B3eMaHe Ha
CIICITHO pEHICHHUEe, TPEACeNaTeNIT MOXKE Jla ONpEAeNd TO-KpaTbK
CPOK B 3aBHCHMOCT OT HEOTJIO)KHOCTTa Ha BBIPOCA. BBIPOCHUST
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CpPOK He MOXe Ja ObjJe MO-KpaThbK OT 5 JHH, OCBEH MPH H3KIIIO-
YHUTETHU OOCTOSTENICTBA;

B) IBPKABUTC-WICHKM MOTraT Ja OTIPaBAT IHMCMEHO HCKaHEe 3a
00CHKIaHe Ha TPOCKTOPEIICHHETO, MocoueHo B maparpad 1, Ha
IUICHAPHO 3acelaHue Ha croMeHatHs IIOCTOSHEH KOMHTET, Karo
MOCOYaT MOAPOOHATA CH apryMEeHTalus 3a TOBa.

4. Koraro cbriacHo craHoBuiieTo Ha Komucusgra ITHCMEHHTE
3a0eneXKkn Ha JaJieHa JbpKaBa-wiIEeHKa ITOBIWUTAT HOBH BAXKHU
BBIIPOCH OT HAYYHO WJIM TEXHHYECKO €CTECTBO, KOMTO HE Ca IMpEaMEeT
Ha pa3riiexkaHe B MPEJIOCTaBEHOTO OT ATCHIIMATA CTAHOBHIIE, Tpece-
JATENIAT TPEYCTaHOBSIBA W3IBJIHEHUETO Ha IIpoleaypara W Bpbla
3asBJICHUETO HA ATEHIMSITA 32 HOBO pPasIiiekK/IaHe.

5. Kowmmucusita mpuema pasnopenourte, HEOOXOTUMH 3a M3ITbJIIHCHHUE
Ha maparpad 4, B CbOTBETCTBHE C IMpOIEAypara, MocovYeHa B 4ieH &7,

naparpad 2.

6.  AreHuumsTa pasmpoCTpaHsABa JOKYMEHTHUTE, ITOCOYCHH B WieH 9,
naparpad 4, Oykeu a), 0), B) U T).

Ynen 11

AKO 3asBUTENl OTTEINIM MOJAJCHO OO0 ATEHUHUATA 3asBICHHUE 3a IPUIO-
OvBaHe Ha paspelleHHe 3a THProBUs, Npend ATeHIWsATa Jaa Janie
CTAaHOBHILE [0 BBIPOCHOTO 3asBICHUE, 3asBUTEIAT CbOOLIaBAa Ha
AreHmusTa TPUUMHUTE 3a TOBa CBOE JACWUCTBHE. ATEHIMATAa MpaBU
Tasn WH(pOpMaIHs OONIECTBEHO JOCThIIHA W IMyOJNMKYyBa JOKIajia 3a
OLICHKA, aKO CBIIECTBYBa TaKbB, CJ€I 3aJMYaBaHETO Ha IpUIaTa
nHpOpMaNus, TpeCTaBIsIBaNla ThPrOBCKa TalHa.

Ynen 12

1.  M3pmaBaHeTo Ha pa3pelIeHHE 3a THPTOBUS MOXKe Ja ObJe 0TKa3aHo,
aKo Clie]] IPOBEpPKa HA JAHHUTE M JIOKYMEHTHTE, TPEICTaBCHU B CHOT-
BETCTBHE C WiIeH 6, ce YCTaHOBH, Y€ 3asABUTENSAT HE € JOKa3al IO
TIOAXO/AIN] HAYMH MK B JOCTaThUHA CTEIEH KadyeCTBOTO, OE3BPEAHOCTTA
WM e(pUKAaCHOCTTAa Ha JICKAPCTBEHUS TPOJIYKT.

W3naBanero Ha paspelieHMe ce OTKa3Ba IO MOJ0OCH HAaYMH W B
Clly4anTe, KOTaTo OCHTYPEHHTE OT 3asABHUTENS JAaHHU WA JTOKYMCHTH B
CBOTBETCTBHE C WiIeH 6 ca HETOYHH, MM aKO €TUKETUTE M JIMCTOBKATA C
YIIBTBAaHMS B OMAKOBKATA, MPEJIOKEHH OT 3asBUTENS, HE ChOTBETCTBAT
Ha 11 V ot Jupextusa 2001/83/EO.

2. OTka3bT 3a M3/IaBaHe Ha paspelieHue 3a Thproeus Ha OOIIHOCTTA
npeanosara 3adpaHa 3a IyCKaHe Ha Ia3apa B rpaHunute Ha OOLIHOCTTa
Ha CHOTBETHHMS JIEKapCTBEH MPOIYKT.

3.  Hudopmamusita OTHOCHO BCHYKHM OTKa3d M MPUYMHUTE 32 TIX €
0OIIECTBEHO JIOCTBITHA.

Ynen 13

1. be3 pma ce 3acsarar pasnopendurte Ha wieH 4, maparpag 4 ot
Jupextusa 2001/83/EO, BcAko paspelieHne 3a ThpProBHs, IIPEIOCTABCHO
B CHOTBETCTBHE C HACTOSINMS PErJIAMEHT, CTaBa MPWJIOKUMO Ha TepH-
Topusita Ha Ipmata OOmHOCT. PaspemieHmeTo mpemocTaBs eIHAKBH
IpaBa M 3aJbDKCHAS BHB BCSKa OT JBP)KABUTC-WICHKH M € paBHO-
CTOMHO Ha M3[aJEHO OT ChOTBETHATAa IBbP)KaBa-uJIeHKa paspelleHHe 3a
TBPrOBHs B CHOTBETCTBHE ¢ WwieH 6 oT [upektusa 2001/83/EO.

PazperrennTe JlekapCTBEHN MPOAYKTH 32 XyMaHHA YIOTpeOa ce BIHCBAT
B Perucrbpa Ha jekapcTBeHHTE NMPOayKTH Ha OOLIHOCTTA M HA CHIIUTE
ce MpegocTaBsi HOMep, KOUTO (GHUrypupa BBPXY TSIXHATa OMAKOBKA.
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2. Horudukauusara Ha paspelieHusTa 3a ThProBHUs ce IyOJIUKyBa B
Oduyuanen eecmuux Ha FEgponeiickus cvl03, KaTo TO-CICIUATHO CE
1OCOYBAT JlaTaTa Ha W3JaBaHE Ha CBHOTBETHOTO pa3pelieHne W
HOMEPBT, MOJ| KOWTO CBHIIOTO ¢ BhnucaHo B Permcrbpa Ha OOIIHOCTTA,
KakTO M MEKIyHapOJHOTO HemaTeHToBaHO HamMmeHoBanue (INN) Ha
aKTHBHATa CyOCTaHIMsS Ha JICKAPCTBEHUS MPOJAYKT, HEroeara Qapma-
1eBTHYHA (OpMa W EBEHTYAIHHUS aHATOMHYCH TEPAreBTHUEH XUMHYCH
ko (ATC).

3. Arenuusra nmyOiaMKyBa He3a0aBHO JIOKJIaa OT OLEHKATa Ha JeKap-
CTBEHHsI TPOIYKT 32 XyMaHHa ymorpeda, chcraBeH oT Kommrera mo
JICKApCTBEHUTE MPOAYKTH 3a XyMaHHa yNoTpeda, W MNPUYHHUTE 3a
CBOETO CTAHOBMILE B I10JI3a Ha NPEIOCTaBIHETO Ha pa3pelleHue, Cliel
KaTo 3aJIMUM IisuiaTa WHGOpPMAIHS, PECTaBsIBalld ThProBCKa TaiHa.

EBpormeiickust nokman 3a obmectBeHa ornenka (EPAR) Brmousa
MUCMEHO 0000IlEHHe, ChCTaBEHO MO paz0HpacM 3a OOIIECTBEHOCTTA
HauuH. OOOOIIEHMETO ChHABpPKA MO-CIIENUATHO pasJel, CBBbP3aH C
yCIIOBHATA 32 yNnoTpeda Ha ChOTBETHHUS JICKAPCTBEH MPOJYKT.

4.  Cnepn mpefocTaBsHETO Ha paspelleHHe 3a ThProBUs, TUTYJSIPBT Ha
paspemeHneTo MHGOPMHUPA ATCHIMATAa 3a JATUTE HA JCHCTBHTEIHHTE
MpoJakOM Ha JIEKapCTBEHWs IPOXYKT 3a XyMaHHa ymoTpeba B
IbpKABUTE-WIEHKH, KAaTO B3eMa II0J  BHUMAaHME  DPa3IMYHUTE
paspelleHy IpeICTaBsHu.

OcBeH TOBa TUTYISIPHT HOTHQHIMPA ATEHOUSATAa 3a EBEHTYaJIHOTO
BPEMEHHO WJIH NOCTOSHHO NPEYCTaHOBSIBaHE Ha ITyCKAaHETO Ha Iaszapa
Ha CHOTBETHUSI MPOAYKT. Tazu HOTH(UKAIUSA ce OTHpaBst HE ITO-MaJKO
0T 2 Mecella NpeAu IPeyCTAaHOBABAHETO HA IIYCKAaHETO Ha Ila3apa Ha
MPOJYKTa, OCBEH B ClIyyall Ha M3KIIOUUTEIHH OOCTOSTEICTBA.

ITo uckane Ha AreHIUATA, MO-CIEIMATHO B KOHTEKCTa Ha (apmakoIo-
ruyHata OIWTENHOCT, THUTYJSIPBT Ha pa3pelIeHHEeTO 3a ThProBUA
ocurypsiBa Ha AreHIMsATa BCHYKM JIAaHHHM, OTHACSIIM ce JI0 o0ema Ha
MPOJKOUTEe HA JIEKAPCTBEHHS TMPOJYKT HA OONIHOCTHO pPAaBHHUIIE,
pasmpeeneHd Mo IbpP)KaBU-UICHKH, KaKTO U BCHYKU JIAHHU 3a KOJIHYe-
CTBOTO Ha TPENIHCAHUTE JISKAPCTBA, C KaKBUTO Pa3Iojara TUTYISPBT.

Ynen 14

1. Be3 na ce 3acsrar pasnopenourte Ha naparpadu 4, S u 7, CpOKBT
Ha paspelleHusITa 32 ThProBUs € TeT TOJANWHH.

2. CpoKbT Ha pa3peuIeHUETO 3a THPTrOBH MOXE Jla ObJe MPOABIDKEH
CIIe]] TIeT TOJMHHU Bb3 OCHOBA Ha M3BBPIICHA OT ATCHIUATA MPEOICHKA
Ha CHOTHOIICHUETO MEXIYy PHCKa W MOJ3aTa.

3a Tazu Len TUTYJISIPHT HA Pa3pellieHUETO 32 THPrOBUS MPEIOCTaBs Ha
AreHinusiTa  0000IIeHAa BepcUs Ha JIOKYMEHTAIMsITa OTHOCHO Kaue-
CTBOTO, 0Oe3BpeHOCTTa U  e(UKacHOCTTa, BKIIOYBAIIA  BCHYKH
MPOMEHHU, BHECEHHU CJIeI MOMEHTA Ha TPEIOCTABIHETO Ha Pa3peIIieHUeTo
3a THPrOBUS, HAM-MAIKO MIECT MECEla MPeId M3THYaHETO Ha CPOKa Ha
pa3perIeHneTo 3a ThProBus 1o maparpad 1.

3. Crex yopmkaBaHETO Ha HETOBHSI CPOK Pa3peleHUEeTO 3a ThProBUs
OCTaBa B CHJIa 32 HEOIpeesIeH eprol OT BpeMe, OCBeH ako Kommcusita
HE peIM II0pajd OCHOBATeIIHM CHOOPAKEHUS, Kacaelw (apMakoio-
THYHATa ONUTENHOCT, Ja TNPOABDKH C TMpPEJOCTaBsHE Ha HOB
METrO/IUIIEH CPOK ChINIACHO maparpad 2.

4.  Bcsko paspelieHHe, KOSTO HE € IOCIEBAHO OT JCHCTBUTEIHO
myckaHe Ha mazapa Ha OOIIHOCTTAa Ha JIEKApCTBEHMS NPOIYKT 3a
XyMaHHa ymoTpeda B paMKHTe HA TPH TOJWHHU CIe] H3IaBaHe Ha
CHOTBETHOTO pa3pelicHue, TyOn BaJMIHOCTTA CH.

5. B ciywanTe, KOraro IycHaT NpeAd TOBa Ha Ia3apa pa3pelicH
JICKApCTBEH MPOAYKT BeYe HE NPHCHCTBA pEajHO Ha T[asapa B
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NPOIBDKEHHE HA TPH  IOCIEAOBATETHH TOJUHH, CHOTBETHOTO
pasperieHue TyOu BaJMIHOCTTA CH.

6. Ilpm U3KIIOYUTENTHH OOCTOSITENCTBA M TIOPAJU CHOOPAKEHHUS,
CBBp3aHM C OOIIECTBEHOTO 3/paBe, KoMmucusta MOXKe Jia pasperd
M3KITIOYEHUsT OT cma3BaHeto Ha maparpadum 4 w 5. ITlomoOHum
M3KIIFOUEHHsI TPsOBa Ja ObJaT HaJIe)KHO OOOCHOBaHHU.

7.  Crem KOHCYNTallMM ChC 3asBUTENSI MOXe Ja ObJe TPenoCTaBeHO
paspeuieHue,  ChAbPIKAILO HSKOM  CHEeHU(PHUYHH  3aJbJDKCHUS,
TIOISKAIIM HAa €XKETOJHO TpepasriekaaHe OT CTpaHa Ha areHIUsTA.
CIHUCBKBT HA TE3M 3abJDKEHUS € OOIIECTBEHO JOCTBIIEH.

Upe3 neporanus oT maparpad | TakoBa paspelleHHEe HMMa CPOK Ha
JECTBUE OT eHa TOJIMHA, ITOJUIEKAI Ha MPOABIDKAaBaHE.

Pasnopenbure 3a npegocTraBsiHe Ha MOJOOHU Pa3pellCHUs ce ONPEIesIsT
B pernaMeHT Ha Komucusra, KOHTO ce nmpuema B ChbOTBETCTBHUE C ITPOIIE-
Jypara, ITOCOYeHa B WieH 87, maparpad 2.

8. Tlpum MBKIOYMTENHH OOCTOATEJICTBA M CJIEA IPOBEXKIAHE Ha
KOHCYNTAIIUH CBC 3asABHUTENS MOXE Jla Ce IPEJOCTAaBH pa3pelleHHe,
HPUAPY’KEHO OT OTIPABEHO KbM 3asBUTEISI M3MCKBAaHE 3a BBBEXKIAHE
Ha KOHKDPETHHU IpOIEAYypH, MO-CIIENHATHO TaKhBa, Kacaeld Oe3Bpel-
HOCTTa Ha JICKapCTBEHMs NPOJYKT, M YBEIOMsSBaHE Ha KOMIICTCHTHHTE
OpraHM 3a BCEKM INPOU3THUYAIl OT HEroBara yHoTpeda WHOUACHT U
NEUCTBUSATA, KOUTO Ja OBbJaT mpeanpueTd. TakoBa paspelieHHe MOXKe
Jla ce MPeJoCTaBsl ANHCTBEHO MO OOEKTHBHHU, ITOUIKAIIM Ha MPOBEPKa
MPUYUHA M TpsAOBa Ja Ce OCHOBaBa Ha €JHO OT ChOOPAKCHUSATA,
nocoueHu B npuioxenue I kem upextuBa 2001/83/EO. Ilpoabmxa-
BaHETO HA CpOKAa Ha pa3pelIeHHETO € CBBP3aHO C EKeroJHaTa
MIPEOIIeHKA Ha BBIIPOCHHUTE YCIOBHS.

9. B cinyuauTe, Korato € TMOMAaJCHO 3asBICHHE 3a pa3pelieHre 3a
TBPTOBUS C JIEKAPCTBEH MPOIYKT 3a XyMaHHa ymoTpeba, KOWTO HMa
CBIIIECTBEHO 3HAYCHHE 3a OOIIECTBEHOTO 3IpaBe MW KOWUTO Haii-Beue
MPEACTaBIsIBa HOBOBBBEJCHHE OT TEpaleBTUYHA TJeJHA TOYKa,
3agBUTEIAAT MOXE [la OTIPAaBU KCKaHE 3a W3MbJIHEHHE Ha YCKOpeHa
mporeypa 3a oreHsBaHe. Mckaneto TpsOBa na Obje HaUIEKHO 000C-
HOBaHO.

Ako KoMHTETBT MO JICKQpPCTBEHUTE IMPOAYKTH 3a XyMaHHa yrHoTpeoda
TpUeMe HCKAaHEeTO, CPOKBT, MPEIBHICH B WieH 6, maparpad 3, mbpa
ajguHes1, ce HaMmaisaBa Ha 150 mHM.

10.  Ilpu mpuemanero Ha cBoeTo cTaHOBHUIIe KoMHTETHT TO Nekap-
CTBEHUTE TPOJIYKTH 3a XyMaHHa yrorpeba BKJIIOYBA IPEUIOKEHHE,
Kacaello KpUTepUUTe 3a MPENuCcBaHe WiIN yHnoTpeda Ha JeKapCTBEHHTE
MPOAYKTH B choTBeTcTBHE ¢ wieH 70, maparpad 1 or Jupektua
2001/83/EO.

11. be3 ToBa ma 3acsra 3aKOHOJATEJCTBOTO 3a 3allUTa HA WHIY-
CTpUaliHaTa M THPrOBCKa COOCTBEHOCT, JIEKAPCTBEHHTE NPOIYKTH 32
XyMaHHa yrnorpeba, paspelieHd B ChOTBETCTBHE C pa3nopenduTe Ha
HACTOSIIIIMS perjaMeHT, ce MOJ3BaT OT IPaBO 3a 3alllUTa Ha JAHHUTE
32 OCEMIOJIMIICH TIepHOJ] MU OT MpPaBO Ha Ta3apHa 3alura 3a JIeceT-
TOAWIIEH TEePUOMA, TPH BB3MOXKHOCT 32 YABJDKAaBaHE Ha TOCIETHHS
nepuoj 10 MakcuMyMm 11 roauHM, ako 1mo BpeMme Ha IbPBUTE OCEM OT
00III0 JeceTTe TOAWHH TUTYJSIPBT Ha pPa3pelieHHETO 3a ThProBHUS
npujo0ue paspelieHue 3a €IHO WIM TOBeue HOBH TEpParleBTHYHU
MOKa3aHusl, KOUTO B XOJla Ha Hay4yHaTa OLICHKA, IPEJIIeCcTBaIla H3/a-
BAHETO Ha pa3pelIeHHETO, MPEIOCTaBAT J0KA3aTelICTBA 32 OCUTypsBaHE
Ha 3HAYUMH KIMHUYHH TI0JI3M B CPaBHEHHE C JPYTH CHIICCTBYBAIIU
TEpaIUH.

Ynen 15

HpGI[OCTaBﬂHCTO Ha paspe€uicHue HE 3acsiara npousTudamiara OT T'pax-
JAHCKOTO HWJIM HaAKa3aTCIHOTO IPAaBO OTrOBOPHOCT Ha NPOU3BOIUTECIIA
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WIN TUTYJIIpa Ha Pa3pClICHUETO 3a THProBUs CHIVIACHO HALIMOHAJTHOTO
3aKOHOIATCIICTBO HA OBPIKABUTC-YJICHKHU.

I'masa 2

Kontpos u cankuumn

Ynen 16

1. Cnen mpemocrtaBsiHe Ha pa3pelieHUe B ChOTBETCTBUE C HACTOSIIIHS
pErJaMeHT, THTYJSIPBT Ha PaspelICHUETO 332 THPrOBHS C JICKAPCTBCHUS
MPOJAYKT 32 XyMaHHa ynoTpeba B3eMa I10JI BHUMaHUE IO OTHOILICHHE Ha
METOJUTe 3a TPOU3BOJCTBO K KOHTPOJ, MPEABUICHA B UICH 8,
naparpad 3, 6yksu 1) u 3) ot Jupekrua 2001/83/EO, mocrmxkeHusTa
Ha HAYYHO-TEXHUUYECKHUS TIPOTPEC U M3BBPIIBA BCHUKH MPOMEHH, KOUTO
MOraT Ja Ce W3KCKBAT, 3a Jia MOXE JEKapCTBEHHST MPOIYKT Ia ObIe
MPOU3BEKIAH W TMPOBEPSBaH C TOMOINTA Ha OOIIONPUETUTE HAYYHU
meroau. THTyaIpsT 3asBsiBa HCKAaHETO CH 3a OJ0OpsiBaHE Ha
BBIIPOCHHUTE NMPOMEHU B CHOTBETCTBHE C HACTOSIIUS PETIaMEHT.

2. TurymsipbT Ha pa3pelIeHUETO 32 ThPrOBUS MPENOCTaBs He3a0aBHO
Ha ArenrusTta, Komucusra u 1bpikaBUTE-UIEHKH BCSIKa HOBOTIOSIBHIIA C€
rHpOpMAIHs, KOSITO MOXKe Ja Ch3[aje HEOOXOAUMOCT OT BHACSHETO Ha
MPOMEHN B MAHHUTE WM JOKYMEHTHTE, MOCOYEeHH B WieH 8, maparpad
3, wieHoBe 10, 10a, 106 u 11 or [upexktuBa 2001/83/EO, B
npuiioxkeHue | KbM chlata Wik B wieH 9, maparpad 4 OT HACTOSIINS
perlaMeHT.

Io-criermanHo Tol mH(OpMUpa HezabaBHO AreHnusta, Komucusra u
Jbp)KaBUTE-UWICHKH 3a BCsAKa 3a0paHa WM OTpaHUYEHHE, HAIOKEHH OT
KOMIICTCHTHHTE OPraHW Ha HAKOS OT JIbPIKaBUTC-WICHKH, B KOSTO CE
THhPryBa JICKQPCTBEHUAT MPOAYKT 32 XyMaHHA yHoTpeba, KakTo H 3a
BCsIKa MH(OpPMAIHsI, KOSITO MOXKE 1a OKaKe BIMSIHHE BBPXY OICHKATA
Ha [0JNI3aTa M PHCKa OT CHOTBETHHS JIEKAPCTBEH NPOJYKT 33 XyMaHHa
yrnotpeoa.

3a mesmTe Ha TEKyllaTa OIIEHKAa Ha ChOTHOLICHHETO MEXKIy pPHUCKa U
noji3ata AreHIMsATa MOXeE Ja M3HCKa 10 BCSIKO BpeMe OT TUTYJsipa Ha
pa3pelIeHueTo 3a ThProBUsA Ja MPEJOCTaBU JaHHHU, OCUTYpsBAIlU JOKa-
3aTeliCTBA 32 CHXPAHSBAHETO Ha OJArOMPHUATHHS XapakTep Ha ChOTHO-
HIEHUETO MEXKIY pHCKa M Ioj3ara.

3. AKO TUTYJApPBT Ha pa3pelIeHreTo 3a JIEKAPCTBEHMS MPOIYKT 3a
XyMaHHa ynoTpeba Impejiara BHACSIHE Ha TIPOMEHHU B JaHHHUTE W JIOKY-
MEHTUTE, [OCOYeHM B maparpad 2, CBIIMAT I[0/aBa CHOTBETHO
3asBJICHHE 70 ATSHIUITA.

4.  Cnen xoHcynTanuu ¢ AreHiusara Komucusra npuema moaxoIsim
pasnopendu 3a pasriekgaHe Ha [POMEHHTE B paspelicHHsITa 3a
TBProBUs TOJ (opMara Ha periiaMeHT B CHOTBETCTBHE C MPOIEIypaTa,
nocoueHa B 4ieH 87, maparpad 2.

Ynen 17

3asABUTENIAT WINM TUTYJIAPHT HA Pa3pelIeHUeTo 3a ThPrOBUS HOCHU OTrO-
BOPHOCT 32 TOYHOCTTA Ha INPEJIOCTABEHUTE JaHHH M JOKYMEHTH.

Ynen 18

1. Mo ce oTHacs 10 JIEKApCTBEHUTE MPOJYKTH 32 XyMaHHa yrorpeoa,
Mpom3BeZeHN Ha TepuTopusara Ha OOMIHOCTTa, KOHTPOJHU OpTaHH ca
KOMIIETEHTHUTE OpraHd Ha Jbp)KaBaTa-uwieHKa WIH JIbp)KaBUTE-
YJIEHKH, MPEIOCTaBWIN PA3PEIICHUETO 3a MPOU3BOJICTBO, MPEABUACHO
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B wieH 40, naparpad 1 ot Hupextusa 2001/83/EO, no oTHolIeHHE Ha
CBOTBETHUSI JIGKAPCTBEH TPOJYKT.

2. IIlo ce oTHacs 110 JIEKAPCTBEHUTE IMPOMYKTH, BHECEHH OT TPETH
CTpaHH, KOHTPOJIHA OpPTaHH ca KOMIICTCHTHHUTE OpPTaHH Ha [bpiKaBaTa-
YJIeHKa WM JIbPKaBUTS-WICHKH, MPEJIOCTABUIN Pa3pelieHueTo, Mpe-
BugeHo B wieHn 40, maparpadp 3 or HupextuBa 2001/83/EO, Ha
BHOCHTENSI, OCBCH aKO HE Ca CKIFOYCHH IOIXOMISAIIN CIIOPa3yMCHUSI
Mexay OOMmHOCTTa M CTpaHaTa M3HOCHTENT U IIPOU3BOAUTEIST HE
mpuiara CTaHAapTd 3a a00pa MPOHM3BOJCTBEHA IPAKTHKA, KOUTO Ca
Haif-MaJKO eKBHBAJIICHTHH Ha CTaHJIAPTHTE, yCTaHOBeHH OT OOIIHOCTTA.

Jlanena pgbpkaBa-uieHKa MOXKE Ja TIOWCKAa CBHACHCTBHE OT Jpyra
Ibp)KaBa-wieHKa WIK OT ATeHIHATA.

Ynen 19

1.  Ham3zopHuTe OpraHd OTTOBapsT 3a TMPOBEPSBAHETO 3a CMETKa Ha
OOmHOCTTa, Y€ TUTYJSIPBT Ha pa3pelieHHeTO 3a THPrOBHUSI C JieKap-
CTBEHHs TPOAYKT 3a XyMaHHA ymoTpeda WIM PETUCTPUPAHUSIT B
OOMIHOCTTa TPOU3BOAMTE MM BHOCHUTEN OTrOBapsl Ha W3MCKBAHHSATA,
onpenenenu B jpsuoe IV, IX u XI or Jqupexrtusa 2001/83/EO.

2. B cmywaute, xoraTto B CBhOTBETCTBHE ¢ uwieH 122 ot JupexTtuBa
2001/83/EO Kowmucusra 0bae HHPOPMHUpaHA 32 CEPHO3HU Pa3HOTIIACHS
MEXIy AbP/KaBUTE-UICHKH OTHOCHO TOBA, MMM THUTYISPBT Ha paspe-
IICHUETO 33 THPrOBHS C JIEKApCTBEHHS NPOIYKT 3a XyMaHHA yrmoTpeda
UM peructpupanusT B OOIIHOCTTa NPOM3BOTUTEN MM BHOCHUTEIN
OTroBapsi Ha W3WCKBaHMATA, MocodeHH B maparpad 1, Kommcmsara
MOXKe, CJeJ KOHCYJITallMH CbC CBOTBETHHTE JIbP)KaBU-YICHKH, [
OTNpPaBHU HCKaHE 3a MpeANprueMaHe Ha HOBA MPOBEpKa HA THTYIApa Ha
pa3pelIeHNeTo 3a THPrOBHSA, IPOMU3BOAUTENS WM BHOCHTENS OT
UHCTIEKTOp OT KOHTPONHHS OpraH; BBIPOCHUAT WHCIEKTOp ce
TpUIpyXkKaBa OT JBaMa HHCIEKTOPH OT ABP’KaBU-WICHKH, KOUTO HE ca
CTpaHa IO CIIOpa, WM OT JiBaMa eKCHepTH, ompejeneHn or Komwurera
0 JTeKapCTBEHHUTE MPOIYKTH 3a XyMaHHa ymoTpeoa.

3. Ilpu u3nbiHEHUE Ha YCIIOBUSTA Ha CIOPa3yMEHUSTA, €BEHTYallHO
CKITFOUeHH MexkTy OOIIHOCTTa M TPeTH CTPaHH B CHOTBETCTBHE C UIICH
18, maparpad 2, Komucnsra Moxe, cien mosydaBaHe Ha jo0pe oboc-
HOBAHO MCKaHE OT AbprkaBa-dJIeHKa WM mocoueHus KomwureT, unm mo
CBOSI COOCTBEHa WHWIMATHBA, Ja HM3UCKAa OT PETUCTPHUPAHUS B TPeETa
CTpaHa MPOU3BOAUTEN Jla CE MOATOKH Ha MPOBEpPKa.

TIpoBepkara ce M3BBPIIBA OT HHCIIEKTOPH OT IbPKABUTEC-YIICHKH, KOUTO
MpUTEeKABAT HeoOXoaumara KBalM(UKAIMs, CBIIATE Morar Ja ce
MpUpYKaBAT OT JIOKJIAJIYMK MM EKCIIEPTH, Ha3HAYCHH OT TOCOYCHUS
Komurer. JloknaabT Ha HHCIIEKTOPUTE CE MPEIOCTaBs Ha Pa3IOJIOKEHHE
Ha Komucusita, nbppxaBuTe-4wieHKH U nocoueHuss Komwurer.

Ynen 20

1. B ciyuanrte, B KOUTO KOHTPOJHHUTE OPraHA WM KOMIIETCHTHUTE
OpraHy Ha Jpyra Abp)KaBa-4CHKA IOJIbPKAT CTAHOBHUILETO, Y€ PEru-
CTpHpaHUST Ha Tepuropuarta Ha OOIIHOCTTA TPOWU3BOJMTEN WIIA
BHOCHTENl Be4Ye HE HM3MBJIHABA 3abDKCHHATA, TPEIBHICHH B 151 1V
or JlupektuBa 2001/83/EO, cwimre wuHbOpMHpar He3abaBHO
Komurera 1O JekapCcTBEHHTE NPOAYKTH 32 XyMaHHA yrnoTrpeda wu
Komucusita, KaTo u3narat moApoOHO MPpHYMHUTE U (HOPMYJMpaT mpej-
JIO)KEHHE 3a JIeHCTBUSATA, KOUTO 1a OBIAT MPEIIpUETH.

ChIIOTO BaXH M B CIyYaWTe, B KOUTO JaJICHA JbpiKaBa-4ICHKA MM
Komucusita cuere, 4e M0 OTHOIICHHE Ha CBHOTBETHHS JICKAPCTBCH
MPOJYKT cieiBa Ja ObJe MPUIOKEHA HAKOS OT MEPKHTE, TPEIBHICHU
B msuoe [X u XI ot Jupektuna 2001/83/EO, unu Korato mocoueHHsT
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Kowmurer ¢ npeacTaBul CTAHOBUIIE B TO3W CMUCHI B CBOTBETCTBHC C
gjeH 5 ot HaCTOAIIUA PErIIaMEHT.

2. Komucusita wu3HMCKBa OT AreHIMsTa Ja NPEIOCTaBU CBOE
CTaHOBHIIC B CPOK, KOWTO ChIATa ONpPENeNsi B 3aBHCUMOCT OT CIICHI-
HOCTTa Ha BBIIPOCA, C OIJIE]] HA MPOYYBAHETO HA U3THKHATHTE MPUYHHH.
Koraro ToBa € Bb3MOXKHO, TUTYJISIPBT Ha pa3pelieHUETO 3a MyCKaHe Ha
JIEKapCTBEHUS MPOJYKT 3a XyMaHHa yHoTpeba Ha rasapa ce NpHKaHBa
Jla IPEJOCTaBU YCTHU WJIM THUCMEHU OOSCHEHHSI.

3. Crexm ¢opmynupaHe Ha CTaHOBHIIE OT CTpaHa Ha ATEHIHATA,
Komucusara npuema HeE0OXOAMMHUTE NPEABAPUTEIHU MEPKH, KATO TH
npujiara He3abaBHO.

OKOHYATEHO pEIleHUE Cce IpUeMa B CPOK JIO ILECT Mecela B ChOT-
BETCTBUE C IpoIlelypara, mocoueHa B 4ieH 87, maparpad 3.

4. B ciyuaure, KOrato € HaJulle HEOOXOAUMOCT OT IpeAlpUEMaHe
Ha He3a0aBHM JEWCTBUS C OIJIe]l Ha 3aluTaTa Ha YOBEIIKOTO 3/paBe
WIN OKOJIHATA CpeJia, JaJieHa JIbpKaBa-wiIeHKa MOKe TI0 CBOS cOOCTBEHA
MHUIMATHBAa WM HO HckaHe Ha KomucusaTta ma cmpe ynorpebara Ha
CBOSI TEPUTOpPHS Ha JIEKApCTBEH MPONYKT 3a XyMaHHa ymoTpeoa,
paspelieH B ChbOTBETCTBHE C HACTOSIINS pPErjaMeHT.

Korato npprkaBaTa-uiIeHKa NpennpHeMa TOBa IO CBOSI cOOCTBEHa
WHHUIMATHBA, cbhljata uHpopmupa Kommcusta u AreHuusra 3a
NPUYMHNATE 32 TOBA CBOE JIEHCTBHE Hal-KbCHO Ha CIEABAILUS PabOTEH
JIeH cIie]] IPeyCTaHOBsSBaHETO. ATeHNusATa HHpOopMUpa He3abaBHO ocTa-
HaluTe IbpxaBu-wieHkd. Komucusara npeanpueMa He3a0aBHO H3IBI-
HEHHETO Ha IMpoIeaypara, npenBuaeHa B naparpadu 2 u 3.

5. B To3m cnywail qppkaBaTa-uwIeHKa OCHUTYpsiBa YCIOBHS 3a OBP30
rHGOPMHUpaHe Ha CIY)KHTEIHTE OT CHCTeMaTa Ha 3]paBeolla3BaHETO 3a
CBOWTE JICHCTBHS M NMPUYMHUTE 32 TE3H JCHCTBHU. 3a Ta3W Liell Morar Ja
Ce M3IION3BAT MPEKHUTE, CH3AAECHH OT MPOQECHOHATHUTE CAPYKECHHS.
JbpxaBute-wieHkn wuHpopmupar Kommcmsara u  AreHImsATa 3a
JeHCTBHATA, TIPESANIPHETH BBB BBIIPOCHATa HACOKA.

6.  Mepkure 1o MpeycTaHOBSBaHE, OCOUCHH B maparpad 4, Morar jia
OCTaHAT B CHJIA JJ0O MOMEHTA Ha IPUEMAHETO Ha OKOHYATEJHO pPEIICHUE
B CHOTBETCTBHE C MpOIleypara, mocoueHa B wieH 87, maparpad 3.

7. Ilpu nouckBaHe AreHuusTa MHGOPMHUPA BCSIKO 3aUMHTEPECOBAHO
JMLE 32 OKOHYATEIHOTO PEIICHHE M OIIOBECTSBA DELICHUETO CHU
IMyOJIMYHO BeJHATA CIEI HETOBOTO IpHEMaHe.

I'masa 3

®dapMaKoJIOruyHa OIUTEJTHOCT

Ynen 21

3a 1enMTe Ha HAcTOsAIIATa TJiaBa ce mpuiara wieH 106, maparpad 2 ot
JHupextusa 2001/83/EO.

Ynen 22

B TACHO CBTPYAHMYECTBO C HAIMOHAIHUTEC CHUCTEMH 3a (hapmako-
JIOTMYHA OJUTCIHOCT, CBh3JaJeHH B CHOTBETCTBHE ¢ uieH 102 or
HupektuBa 2001/83/EO, Arennmsra Ha0aBs Ipsuilata  3HAYMMa
rHpOpMAIUS OTHOCHO OYaKBAHUTE HEONArONPHSATHU PEaKIUU CIPSIMO
JICKApCTBEHUTE TMPOJAYKTH 3a XyMaHHa ynorpeba, paspemieHd OoT
OOmIHOCTTa MO0 CHJIaTa Ha HACTOSIIMS periaMeHT. B ciydanTte, KOTaTo
ToBa € uenecbo0pa3Ho, KoMHUTEThT 1O JeKapCTBEHHTE MPOAYKTH 3a
XyMaHHa yrnotpeba MOJArOTBs B ChOTBETCTBHE C WICH 5 OT HACTOSIIHS
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perjaMeHT CTAaHOBHIIIA OTHOCHO HeoOxomumute Mepku. OcurypsiBa ce
OO0IIECTBEH JOCTBII 10 T€3W CTAHOBHIIA.

Mepkurte, IIOCOUSHU B MBbPBHS Maparpad, MoraT Ja BKIIOYBAT BHACSHE
Ha TPOMEHH B pa3peUICHUETO 3a TBHPrOBHUS, IPEJIOCTABEHO B CHOT-
BerctBue ¢ wieH 10. CpmuTte ce mpueMaT B CHOTBETCTBHE C IPOIe-
Jypata, mpe/iBujieHa B wieH 87, maparpad 3.

TUTynApbT HA pa3pelIeHueTo 3a ThPrOBHUs U KOMIETEHTHUTE OpraHu Ha
IbP’KaBUTE-WICHKH OCUTI'YPSBAT YCIOBHS IisjaTa 3HaYMMa MHGOpMAIUs
OTHOCHO OYaKBaHHTE HEOJArONPHSTHH PEAKIUH CIPSIMO pa3perieHuTe
M0 CUJIaTa Ha HACTOSIIUS PErjaMeHT JIEKApCTBEHU MPOAYKTH Ja Obje
Mpe/ICTaBeHa Ha BHUMAHUETO Ha ATEHLUATa B ChOTBETCTBHE C PasIlo-
pendouTe Ha HACTOSIIMS perjiaMeHT. llanmeHTHTe Cce HachpyaBar Ja
YBEIOMSBAT CIYXXHUTEIWTE OT CHCTeMaTa Ha 3paBeona3BaHETO 3a
HEeOJIaronpusTHUTE PEaKIIUu.

Ynen 23

TUTynApbT Ha paspelieHre 3a JIEKapCTBEH MPOAYKT 33 XyMaHHA
ynotpeba, TMpeIocTaBeHO B CHOTBETCTBHE C  paslopenoure Ha
HACTOSIIIUS PErJIaMEHT, pas3roJiara HeMpeKhCHATO M 10 BCSKO BpeMe ¢
JMLE ¢ MOAXOsIa KBTH(HUKALUS, OTTOBapsIIo 3a (hapMaKoJIOTHIHATA
OIUTETHOCT.

BhIpocHoTO KBanmnpHUIHpaHo JHIle TpeOHBaBa Ha TEPUTOPHATA Ha
OOLIHOCTTa U HOCH OTTOBOPHOCT 3a:

a) Ch3IABAaHETO M TOJUIbPKAHETO HA CHUCTEMa, OCHUTypsiBallla ChOH-
paHeTo, OIEHSIBAaHETO ¥  OOCAWHSIBAHETO Ha HHPOPMAIHATA
OTHOCHO BCHYKH OYaKBAHU HEONArONMPHUATHH PEAKIUH, ChOOIICHH
Ha mepcoHarta Ha QupMarta W MEIUIMHCKATE CIIyKHTEIH, 10
HA4YMH, KOWTO OCHUTYpSBA BB3MOKHOCT 32 HEHHOTO OIICHSBAaHE B
JlajicHa ToYKa Ha Tepuropusita Ha OOIIHOCTTA;

0) M3rOTBSIHETO Ha JOKJAJUTE, MMOCOYEHW B wieH 24, maparpad 3, 3a
KOMITETEHTHHUTE OpPTaHH Ha JbPKaBUTS-WICHKA M ATCHIUSTA B CHOT-
BETCTBHE C M3MCKBAHMATA HA HACTOSIIMS PEIJIAMCHT;

B) TapaHTHPAHETO, Y€ BCSKO HCKaHE Ha KOMIIETCHTHHTE OpraHu 3a
OCHTypsiBaHE Ha JOIBJIHUTEIHA MH(OPMAIHs, BKIIOYHTEIHO OCHIY-
psiBaHe Ha uH(opManus 3a obeMa Ha mpofaxOuTe WM Opost Ha
pelenTtuTe, HW3NAaJACHM 32 CBHOTBETHHS JIEKApCTBEH IPOAYKT,
HeoOXoJMMa 3a IIeJITEe Ha OIEHKAaTa Ha PHCKAa M I0JI3aTa 3a JaJieH
JIEKapCTBEH MPOJYKT, MOJTy4aBa IIbJICH U ObP3 OTTOBOD;

I') MPEeIOCTaBSIHETO Ha KOMIIETEHTHUTE OpraHM Ha BCAKa Jpyra
nH(oOpManus, OTHACAIIA ce JIO OIEHKara Ha pPUCKAa W IoJi3aTra 3a
JaJeH JIKapCTBEH MNPOIYKT, MO-CHeLHaTHO  HH(pOpMauusTa,
Kacaellla M3CIeIBaHMsATa 3a Oe3BpeNHOCTTa B TeEpHoaa Cied H3ja-
BAaHETO Ha CHOTBETHOTO pPa3pelleHHUE.

Ynen 24

1. TuTyasapbT Ha pa3pelIeHHeTo 3a THPrOBHS C JIEKAPCTBEH MPOAYKT
3a XyMaHHa yrnotpeda OCUTypsiBa yCIOBHS 3a JOKYMEHTHpaHEe Ha ChOO-
IICHUATA 32 BCUYKM HAONIOJaBaHU Ha TepuTopusara Ha OOMmHOCTTA U
CBEJCHH 10 HErOBOTO BHHUMAHHE OT CIY>KHTENI OT CHUCTeMaTa Ha 37pa-
BEOIA3BAHETO MPEINOJIaraéMi CEPHO3HH HEONArONpUsITHH —PEaKIiu
COpsIMO JIaJIeH JIEKapCTBEH IIPOIYKT, pa3pelieH B CBHOTBETCTBHE C
HACTOSIIIUS PETJIAMEHT, Ha Ibp)KaBUTS-WICHKH, HA YHATO TEPUTOPHS €
BB3HUKHAJ BBIIPOCHHUAT WHIMJCHT, HE MO-KBCHO OT 15 JHUM ciex moiry-
YaBaHETO Ha BBIIPOCHATAa WH(OpMALHS.

TUTYIApBT Ha pa3pelIeHueTo 3a THPTOBHUS JOKYMEHTHpA BCUYKU JPYTH
HaOyofaBaHu Ha TepuTopusara Ha OOLIHOCTTa  IperosiaraeMu
CepHO3HH HEOJIAroNpHATHH PEaKLH, 32 KOUTO € Pa3yMHO Ja ce IMpea-
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MOJIOXKH, Y€ TOW € HH(POPMHUpPAH, B CHOTBETCTBHE C IIpaBUIIATA,
LUTUPaHH B WieH 26, 1 HOTU(HIMpA 32 TOBa He3a0aBHO, HE MO-KHCHO
or 15 ngHM criex moiydaBaHETO HAa BBIPOCHATA WHPOpMAIUs, KOMIIe-
TEHTHUTE BJACTH HA JbpPKABUTE-WIEHKH, HA UHUATO TEPUTOPUS €
BB3HUKHAJI CHOTBETHUAT MHIUICHT, U ATEHIMATA.

2. TurymasipbT Ha pa3pelIeHHETO 32 THPTOBHS C JIEKAPCTBEH MPOIYKT
3a XyMaHHa yrnoTpeda OCHrypsiBa YCJIOBHS 3a ObP30TO, HE MO-KBCHO OT
15 nHU ciex moiy4aBaHETO HA CHOTBETHATAa MH(OpMAIUS, YBEJIOMSIBAHE
Ha JIbPXKABUTC-WICHKM ¥ ATEHIHUSITA 332 BCHYKH TPEANOaracMu
CepHO3HH HEOYAaKBaHH HEOJIArONPHATHH PEaKUUH M BCHYKU IPEAIo-
JaraeMM ClIy4ad Ha IIpeAaBaHe Ha MHQEKIMO3HH areHTH 4pe3 daJeH
JIeKapCTBEH NMPOAYKT, HAOIIOaBaHW Ha TEPUTOPHUATAa Ha TpeTa CTpaHa.
Pasmopenbure, Kkacaelmy — yBEIOMSBAHETO 32  IIPEINOJAaracMHTE
HEOYaKBAaHW HEONAromnpHsATHA PEakKlU{, KOUTO HE Ca CEpUO3HH, He3a-
BACHMO OT TOBa Jald ChHIIUTE HACTHIBAT HA TEPUTOPHATA Ha
OO1IHOCTTa, WM HAa TEPUTOPHUATA HA TPETa CTPaHa, Ce MPHEMaT B ChOT-
BETCTBHE C IIpoIleAypara, IocoueHa B wieH 87, maparpad 2.

OcBeH Korato ca HaJIMOEC MU3KIHOYUTCIIHU 06CTO$ITCJ'ICTBa, I/IH(l)Op-
MalnusATa 3a BBIPOCHUTE PCaKIHK CC IMoJlaBa IO CJICKTPOHEH MBT IOJ
(I)OpMaTa Ha JTOKJIaJd B CbOTBETCTBUE C MpaBUIaTa, MIOCOYCHHU B YJICH 26.

3. TurynapbT Ha Pa3pelICHUETO 3a ThPrOBUS C JIEKAPCTBEH HMPOIYKT
3a XyMaHHa yrnoTpeba MoJabpKa MOApoOHAa JOKYMEHTAlUs 3a BCHUKH
TIpeNIoiaraéMi  HeOaroNpyuATHH pPeaKkInH, HaONFOJaBaHM Ha TEpH-
TOpUATa WIM HU3BBH TeputopusaTa Ha OOLIHOCTTA, 3a KOUTO CBHILUAT
OuBa yBelOMSBAaH OT CIY)KHTEIH OT CHCTEMara Ha 3]paBeOla3BaHETO.

OcBeH ako B KauecCTBOTO Ha YCJOBHE 3a MPEIOCTABSIHE Ha pa3pelieHHe
3a ThproBusi ot OOMIHOCTTa HE ca OWIM TPEeAsSBEHHU JIPYTH W3MCKBAHMUS,
BBIIPOCHATA JJOKYMEHTAIIUs ce MPEeAOoCTaBsl Ha ATEHIUATA U AbpP>KaBUTE-
4YIeHKH Toja (GopMaTa Ha TEPHOAWYHO aKTyalM3upaH JOKJIaj 3a
0e3Bpe/IHOCTTa, BEJHAra cjel KaTo ChIIUTE 3asBAT TOBA WM Haii-
MaJIKO BEIHBX Ha BCEKM IIIECT Mecella B IepHoja MEXIy Ipenocra-
BSHETO Ha Pa3pelIeHUETO W IMyCKaHeTo Ha masapa. [lepuonudHo akrya-
JTU3UpAHUTE JOKIaaH 3a OE3BPEIHOCT Ce TPEAOCTaBAT He3abaBHO IMPH
MOUCKBAaHE MM Hal-MaJIKO BEIHBK Ha BCEKH IIECT Meceua Ipe3
I'BPBUTE JBE TOAUHH CJell MbPBOHAYAIHOTO IyCKaHEe Ha Ma3apa Ha
OOmHOCTTa ¥ BEJHBK B TOJUHATA TIpe3 CIEABALIUTE JBE TOJMHU.
Cren ToBa MOKJAaUTE C€ MPEACTABIT BEIHBK HA BCEKHM TPU TOIMHU
WM BeJHara ciiejl Iojy4yaBaHe Ha MCKaHe 3a TOBa.

JloknmaauTe ce NpHApy KaBaT OT Hay4yHa OLIEHKA, MO-CIENHATHO 33 ChOT-
HOIICHUETO MEXKJIy pHUCKa M IIoia3aTa OT CBbOTBETHUS JIEKApCTBEH
MIPOMYKT.

4.  KomwucusaTa MOXeE Ja YCTaHOBH pasnopenOM 3a W3MCHEHHE Ha
naparpad 3 ¢ orieq Ha ONUTA, NPUAOOUT B Ipolleca Ha HEHHOTO
npwiarane. Komucusita nprema mojo0HN pa3rnopedu B ChOTBETCTBHE
C mporenypara, rnocoueHa B wieH 87, maparpad 2.

5. TutynsapbT Ha pa3peuieHre 3a THPrOBHUS HE MOXE Ja MpeAcTaBs
nHpopManuaTa, Kacaema mpodOiemMute Ha  (hapMaKOJIOTHIHATA
OOUTETHOCT 0 OTHOLIEHHE HA CBOS JIEKAPCTBEH IPOAYKT, IOIYYHI
paspelieHue, Ha BHUMaHUETO Ha MIMpoKaTa 0OIIeCTBEHOCT, Oe3 IpeBa-
PHUTEIHO WM €THOBPEMEHHO Jla HOTU(HIMpa AreHiusTa 3a TOBA.

BbB BCHuUKM cioydam TUTYISAPBT Ha Ppa3pelieHUETO 3a ThProBHs
OCUTYypsIBa YCIIOBUSI 32 OOSKTHBHO WM HETOJBEKIAIIO TpENCTaBsSHE Ha
BBIPOCHATa MH(OpMAIIUS.

JbpikaBuTe-uwIEHKH MpearnpueMaT HeoOX0IMMUTE MEpKH 3a HajlaraHe Ha
e(eKTUBHHU, CbpPa3MEpHH M BB3MHUPAIIN CAHKIUH Ha BCEKH TUTYILSIp HA
paspeuieHue 3a THProBHs, KOWTO HE W3IBIHIBA TOPEIOCOYCHUTE
3aIbJDKEHHUSL.



2004R0726 — BG — 26.01.2007 — 001.001 — 23

Ynen 25

Beska appkaBa-uwiieHKa rapaHTupa Obp30TO, HE MO-KBCHO OT 15 mHM
cliesl TOJydYaBaHE Ha CBOTBETHAaTa HHGOPMAIMs, IOKYMEHTHpaHe U
yBelOMsBaHE Ha AreHuusTa ¥ TUTYJslpa Ha pas3pelieHreTo 3a
THPrOBUS 32 BCHYKH TPOSIBIIIM C€ Ha HEWHAa TEPUTOPHUS U CBEACHHU JI0
HEHHOTO BHHMMaHWE MPEANOaraeMd CEPUO3HH  HEeOIaronpHsTHH
peakuuy CopsiMO JaJieH JEKapCTBEH NPOAYKT 3a XyMaHHa YHoTpeoa,
paspelieH B ChOTBETCTBHE C HACTOSIIUS PErJaMeHT.

ATeHIMATAa W3Mpama WHGOpPMAamUiTa A0 HANHOHAIHHTE CHCTEMH 3a
(hapmakosioruuHa OJMTEIHOCT, Ch3/1aJCHH B ChOTBETCTBUE C wieH 102
ot Jupexrusa 2001/83/EO.

Ynen 26

B pamkuTe Ha KOHCYATaluW C ATEHIMATA, TbP)KABUTE-WICHKH M 3auH-
TepecoBanuTe cTpaHu Kommucusita pa3paboTBa pPHKOBOJCTBO OTHOCHO
CcbOMpaHeTo, NpOBEpKaTa Ha [JOCTOBEPHOCTTa M MPEICTaBSIHETO Ha
CBEJCHUSTA 32 HEOJArONpHATHHTE PEakiuu. Te3n MmpaBuia ChIbPXKAT
MO-CIMEIHATHO MPENOPbKH OTHOCHO HAYMHHUTE 3a ChoOIIaBaHe Ha
rHpOpManuATa 3a HEOMArONpUATHUTE PEaKIHH, KOUTO ca OT IMOj3a Ha
CIIyXKUTEIIUTE OT CHCTEMaTa Ha 3APaBEONa3BaHETO.

B cporBeTCTBHE € T€3U PBKOBOACTBA TUTYJLIPUTE HA pa3pellCHUs 3a
TBHProBUS C€ 3aIbJDKaBaT Aa OOpaBAT ¢ BB3IpPHUETaTa B MEXIyHapOIEeH
Mamad MeIWIMHCKA TEPMHHONIOTHS 3a I[ENHTe Ha IIPEfaBaHETO Ha
CBEICHHMSATA 32 HEONAroNmpHATHATE PEaKIHH.

B pamkwWTe Ha KOHCYITAllMd C IbpKaBUTe-wiIeHKH W KomucusaTa
AreHIMATa Ch3JaBa Mpexa 3a o0paboTka Ha JAHHUTE C OIJIe] Ha
O0Bp30TO TpenaBaHe Ha WH(pOpPMANUITA HA KOMIIETEHTHHTE OpPraHH Ha
OOmHoCTTa B Ciaydail Ha KPU3UCHA CUTyalusl TOpPaad HEKAYeCTBEHO
MPOU3BOJICTBO, CEPUO3HHM HEOIArONPHUSITHH PEAKIUH U JPYTH CBBP3AHU
¢ (hapmakomornyHaTa OJUTEIHOCT JaHHHW, Kacaelld JeKapCTBEHHTE
MPOJYKTH, pa3pelieHd B CBOTBETCTBUE C wWieH 6 ot JlupekruBa
2001/83/EQ. Tlo nenechoOpa3HOCT, Clell U3BHPIIBAHETO HA OLICHKA, CE
ocUrypsiBa MmyOJIMUeH JOCTHI JO TOJA00HH TaHHH.

B cpok OT mer roguHH CIiie]] MbPBOHAYAIHOTO ITyCKAaHE Ha Ia3apa Ha
OO0mHOCTTa ATeHIsITa MOXKE J1a OUCKA OT TUTYJISIPa Ha Pa3pelIeHUeTo
3a TBProBUsi Jia cbOepe CBBbp3aHH C (apMaKoJOrHMyHaTa OJUTEITHOCT
cenuUYHU JTAaHHU B paMKUTEe Ha HAOMIOACHWS Ha IEJNEBH TPYIU
MalUeHTH. ATCHIMATa [MOCOYBA MPUYMHHUTE 3a TOBa CBOE HCKaHe.
TuTySIppT Ha pa3pelICHUETO 32 THPrOBUS CpPAaBHSABA U OLCHSBA
ChOpaHWTE JIaHHW M TH TPENOCTaBs Ha ATCHIUsATA 32 WU3BBPIIBAHE HA
OLICHKA.

Ynen 27

ATreHIUATa OCBILECTBSIBA CBHTPYAHMUYECTBO CbC CBETOBHATa 3[paBHA
OpraHM3alys IO BBIPOCHUTE Ha MEXIyHapoIHaTa (HapMaKoJIOTHIHA
OUTETHOCT W TIpeAnpHeMa HeoOXOAUMHTE JIeHCTBHS 3a CKCIICAH-
TUBHOTO IIPEJOCTABSIHE Ha ChIlaTa Ha MOJXOJAINAa M JOCTaTh4yHA IO
obeM wmH(poOpMaIMsA OTHOCHO mpemmpuerute B OOMHOCTTA MEpKH,
KOMUTO MOTAaT Jla OKaXaT BIMSHHUE BbPXY OOIIECTBEHOTO 3ApaBEOIa3BaHe
B TPETH CTpaHW; ATEHIMATa H3Mpalia KOmWs OT HWHpopMamusaTa o0
Komucusita u Ibp:KaBUTE-UIEHKH.

Ynen 28

ATCHIIMATA ¥ KOMIICTCHTHHTE OpPraHW HA [IbPIKABUTC-WICHKA CH
CHTPYIHUYAT, BKIIOUUTENHO Ype3 TpHaraHe Ha ChbBMECTHH IOJXO[IH,
C OIJIeJl Ha HEMPEeKbCHATOTO pa3pabOTBaHE HAa CHUCTEMH 3a (hapMako-
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JIOTHYHA OJIMTEHOCT, KOUTO MOTaT [a Peaju3upar BUCOKH CTaHIapTH
Ha OOIIECTBEHO 3/IPaBEOIa3BaHe [0 OTHOILEHHE HA BCHUYKH JIEKAPCTBEHH
NPOJYKTH, HE3aBUCHMO OT HAUYMHUTE 33 paspeliaBaHe Ha POIYKTHTE,
Opyd  MAaKCUMAJIHO OIIOJ30TBOPSIBAaHE Ha HAJIMYHUTE pPECYpCH B
OO0mHoCTTA.

Ynen 29

Besiko m3MeHeHHe, KOeTO MOXKe Jla ¢ OKaKe HEOOXOIMMO 3a aKTyalld-
3UpaHe Ha pa3nopeaduTe OT HACTOsIIATa IJlaBa B CBETJIMHATA Ha ITOCTH-
JKEHMsATa Ha HAYYHO-TEXHUUYECKHUS MPOTpec, ce MpruemMa B ChOTBETCTBHE
¢ mporeaypara, mocoueHa B wieH 87, maparpad 2.

JUUT TI

MN3JJIABAHE HA PA3SPEIIEHUA 3A BETEPUHAPHU
JIEKAPCTBEHHU INPOAYKTHU U KOHTPOJI BBPXY TAX

I'maBpa 1

IMonaBane M pasrie:kIaHe HA 3asiBJCHHS — pa3pelIeHUs

Ynen 30

1.  Cw3maBa ce Komurer mno JieKapCTBEHHWTE IPOJYKTH 3a BETe-
puHapHa yrnorpeba. KoMuteTsT mpencraBisBa yacT OT ATCHLUATA.

2. be3 ma ce 3acsrar pasnopenduTe Ha wieH 56 WIH IpyTH 3aadd,
KOWTO 3aKOHOAATeNCTBOTO Ha OOIIHOCTTA MOXE Ja BB3IOXKH Ha
Komurera mo nekapCTBEHHTE MPOAYKTH 3a BETCpHHAPHA yIoTpeda,
no-crenuanHo cwryacHo Permament (EMO) Ne 2377/90 (1), KomureTsbT
HOCH OTTOBOPHOCT 3a HM3TOTBSHE Ha CTAHOBHIIATA HAa ATCHIHMATA IO
BCHYKH BBIIPOCH, Kacaeld MPHEMINBOCTTA Ha JOCHETaTa, MPEICTaBeHH
B CBOTBETCTBHE C [CHTPAIM3UPAaHATa MNPOLEAypa, IPEIOCTABIHETO,
MIPOMSHATA, BPEMEHHOTO IIPEYCTAaHOBSABAHE Ha JCHCTBHETO WM OTTe-
[VSIHETO HA Pa3pelICHHsATa 3a MyCKaHe Ha BETCPHHAPHU JICKApCTBEHH
MPOJYKTH HA Ma3apa B CHOTBETCTBHE C PA3MOpEAOMTe HA HACTOSIIIHSI
I M (hapMakooruyHaTa OJUTEITHOCT.

3. Tlo WckaHe HA WU3IMBIHUTEIHUS JTUPEKTOP HA arcHIUATA WIA TPe-
craButenss Ha Komucusra KoMUTETHT MO JIeKapCTBEHUTE TMPOIYKTH 3a
BETEpUHAPHA YINOTpeOa W3roTBsl M CTAHOBUINA 110 BCHUYKUA BBIPOCH OT
HAY4YHO €CTECTBO, Kacaelld OIEHKAaTa Ha BETEPUHAPHUTE JICKApPCTBEHU
npoaykTi. KoMUTETBT OoTHens moao0aBaiio BHUMaHUE Ha OTIIPABCHHUTE
OT JIbpXKAaBUTE-WICHKH MCKaHMA 3a IMpeJcTaBsiHe Ha cTaHoBuia. OcBeH
ToBa KOMHUTETHT JaBa CTaHOBHIIEC BBB BCHYKH CllydyaW, B KOHTO €
HaJIWIE pa3HOIJacue B OILCHKATa Ha BETCPUHAPHUTE JICKAPCTBCHH
MPOAYKTH B paMKUTE Ha TNpoleaypara 3a B3aUMHO NpU3HABaHE.
OcurypsiBa ce myOJIM4eH JOCTHII JI0 cTaHOBHUIIETO Ha Komurera.

Ynen 31

1. Bcesiko 3asBieHHE 3a pa3pellaBaHe 3a JICKAPCTBEH TMPOIYKT 3a
BeTepHHApHA YImoTpeda ChIbpika KOHKPETHO M H3YEPIATENHO JaHHUTE
U JIOKYMEHTHTE, TIOCOYeHH B wieH 12, maparpad 3, unmenose 13, 13a,

(") Permament (EMO) Ne 2377/90 ma CwBera or 26 toru 1990 r. 3a ycraHo-
BsBaHe Ha mporeaypa Ha OOIIHOCTTAa 3a ONpeIeNsHe Ha MAaKCHMAJHO
JIOIYCTHUMH TI'PaHUIM HAa OCTAaTBYHU BEIIECTBA OT BETEPHHAPHOMEIMUIIMHCKU
npenapatd B XpaHUTe OT KuBOTHHCKHM npousxox (OB L 224, 18.8.1990 r.,
ctp. 1). Permament, nocnenno msmenen ¢ Permament (EO) Ne 1029/2003 na
Komucusra (OB L 149, 17.6.2003 r., ctp. 15).
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136 u 14 u npwioxenue I kpm Hupektusa 2001/82/EO. BbwrnpocHute
JTAHHU U JOKYMEHTH ca ChOOpaseHH chC crienuduuHoTo 3a OOIHOCTTA
€CTECTBO Ha 3asBJICHUATA 334 M3[aBaHE Ha pa3pelleHusl U Ipejoiarar,
OCBEH B M3KIFOYMTEIHHUTE CIydaH, CBbP3aHH C MPHIaraHeTo Ha 3aKOHO-
JIATEIICTBOTO IO OTHOIICHHE Ha THPTOBCKHTE MapKH, MO30BaBaHE Ha
€/IHO-CJIMHCTBEHO HAaMMEHOBAHHE 3a CHOTBETHHUS JIEKAPCTBEH MPOAYKT.

3asBICHUETO CE MPUIpPYKaBa OT TaKCa, KOSATO ClIe/IBa Ja CE IUIaTH Ha
AreHmusTa 3a pasriiexkaaHe HA 3asBICHHUETO.

2. B cnywaii Ha BeTepUHApHH JIEKAPCTBEHH NPOJYKTH, CHIBPIKAIIN
WIA CBCTOSAIIM C€ OT TEHETHYHO MOAU(DUIMPAHH OpPraHU3MH IO
cvucwia Ha wieH 2 ot JupekruBa 2001/18/EO, 3asBieHuero ce
TpHUJIpy’KaBa OT:

a) KonMe OT IHUCMEHOTO CbIJIaCMe€ HA KOMIIETEHTHUTE OpraHd 3a
CB3HATETHO OCBOOOXKaBaHE B OKOJNHATA CpeJa Ha FEHETHYHO MOAU-
(umupaHu OpPraHM3MH 32 HAyYHOH3CIIEJOBATEICKH IETH B CIIyJauTe,
KOraTo ToBa € mpeasuieHo B yacT b ot Jupextusa 2001/18/EO umu
gact b or {upexrura 90/220/EUO;

0) mBIHATa TEXHMYECKa JOKYMEHTAIWs, OCHTYypsBamla HH(OpMAaNusTa,
nsuckBaHa B npuitoxenns 11 n IV xem upexrusa 2001/18/EO;

B) OLIGHKaTa 3a PHUCKa 3a OKOJIHATa cpeJa B CHOTBETCTBUE C IIPUH-
nunure, u3noxenu B npuinoxenue I kem dupektura 2001/18/EO; u

T) pe3yaTaTUTe OT MPOYUBAHUATA, U3BBPIICHU C HAYYHU WM PAa3BOMHU
LEIIH.

Unenose ot 13 1o 24 ot Hupexrmsa 2001/18/EO He ce mpumarar 1mo
OTHOILICHHE Ha BETEPUHAPHUTE JICKAPCTBECHU NPOIYKTH, ChABPIKAILU
WIH CBCTOSIIMA C€ OT FEHETHYHO MOJM(HIMPAHH OPTaHU3MU.

3.  Arenmmsara ocwrypsiBa craHoBuiiero Ha Kommrera mo nekap-
CTBEHUTE MPOJYKTH 3a BeTEpHHapHa yrnorpeba na Oble MperocTaBeHO
B cpok a0 210 mgHM criex moilydyaBaHETO Ha BaJMIHO 3asBIICHUE.

[Ilo ce oTHacs 10 BETEPHHAPHHUTE JICKAPCTBEHU MPOIYKTH, ChIbpIKAIIH
W CBCTOAIIM €€ OT TCHETHYHO MOAM(HIIMPAHH OPraHH3MH, CTaHO-
BUIIETO Ha mocovyeHusi Komurer TpsOBa ma Ob/ie chOOpa3eHO ¢ M3HMCK-
BaHMATA 3a CKOJIOTMYHA Oe3BPEeTHOCT, NpeIBUACHH B JlMpeKTHBa
2001/18/EO. B mpoueca Ha OLEHKaTa Ha 3asBICHUATA 3a NPUIOOHUBaHE
Ha pa3pelleHMs] 3a THPrOBUs 3a BETEPUHAPHH JICKAPCTBEHH MPOIYKTH,
ChbAbpiKalu NN CBhCTOALIU C€ OT TICHETUYHO MOJII/I(i)I/ILll/lpaHI/l
OpraHM3MH, JOKJIAJYUKBT IPOBEXKIAa HEOOXOAMMHTE KOHCYNITALUH C
opranure, yapeaeHn oT OOIIHOCTTa WM OT JXbP)KABUTC-YICHKH B CHOT-
BerctBue ¢ dupextuBa 2001/18/EO.

4. B paMkuTe Ha KOHCYNATAlUd C ATEHIHATA, AbP)KaBUTE-UJICHKH U
3auHTepecoBaHuTe cTpaHu KomwucusaTa U3rorss mojapoOHO PHKOBOICTBO
OTHOCHO (hopmara, B KOATO cieqBa fa ObAAT MPEACTaBEHU 3asiBICHUSITA
3a MpuaoOWBaHEe Ha pa3pelieHus.

Ynen 32

1.  3a memure Ha W3rOTBSHETO Ha CBOETO CTaHOBHIIE KOMHUTETHT 11O
JIGKapCTBEHHUTE NMPOIYKTH 3a BETEPHHApHA yHoTpeda:

a) MpoBepsiBa Jald JaHHUTE U JOKyMEHTHUTE, IPEACTaBEHH B CHOT-
BercTBUe ¢ wieH 31, ca choOpaseHHM C HW3UCKBaHHATA Ha
JupektuBa 2001/82/EO m mpoBepsBa mamu ca CHA3eHH IPEIBH-
JICHHTE B HACTOSIIMS pEriTaMeHT YCIOBHS 3a MpPENOCTaBsHE Ha
paspelleHue 3a ThProBUS;

0) Moe 1a ToHcKa JabopaTopus 3a O(HIMATIEH JEKapcTBEH KOHTPOI
UM J1abopatopus, MOCOYeHa OT JaJieHa JIbpiKaBa-uleHKa 3a ChIaTa
Lel, Ja U3IUTa BETEPUHAPHUSA JICKAPCTBEH IPOAYKT, U3XOJHUTE
MaTepuaid 3a HEroBOTO IIOJIyyaBaHE M aKO TOBa € HEoOXOAUMO,
MEKIUHHUTE IIPOAYKTH IPH HETOBOTO IOMy4YaBaHE WM JPYTH
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ChCTaBHM HErOBM KOMIIOHEHTH, 3a IIENUTE Ha MPHI0OMBAHETO HA
JIOKA3aTeJICTBA 32 yIOBJICTBOPUTEIHOCTTA HA TPHJIATAHUTE OT MPOU3-
BOJIUTENSl ¥ ONHCAaHW B JOKYMCHTHTE KBM 3asBICHHETO METOIHU 3a
KOHTPOJT;

B) MOXe Ja ce 00BbpHE KBbM pedepeHTHa jadoparopust Ha OOIIHOCTTA,
odunuanHa J1abopaTopus 3a JEKapCTBEH KOHTPOJI WM J1ad0paTopHs,
MocoYeHa OT JaleHa IbpKaBa-deHKa 3a ChIIaTa IeJl, C HCKaHe 3a
yIIOCTOBEpsIBaHE, Bb3 OCHOBA Ha OCHUTYPEHH OT 3asBUTEINS NMPOOH, 4e
MPE/UIOKEHHUAT 0 CMHChJIa Ha wieH 12, maparpad 3, OykBa i),
BTOpO THpe OT JJupektuBa 2001/82/EO oT 3asBHTENS MeTOx 3a J1abo-
PaTOpPHO OTKPHMBAHE € yIOBJIETBOPUTENIEH U MOIXOJI 3a IpHIarane
BBB BpB3Ka C JOKa3BaHETO HA HAIMYUETO HAa OCTATHYHU BEIIECTBA,
0CO0CHO HAa KOJIMYECTBA, IPEBUIIABAIIM MAKCHMAJIHHUTE JOITyCTHMH
CTOWHOCTH Ha OCTAaThUHHUTE BelecTBa, mpuetd ot OOmHOCTTa B
CBOTBETCTBHE C pasmopendute Ha Permament (EMO) Ne 2377/90;

r) MOXe Ja ce OOBbpHE KbM 3asBUTENS C MCKaHE 3a OCHTYpsIBAHE Ha
JAHHWUTE, TPUIPYKaBalld 3asBICHUETO, B ONMpPEICICH 3a TOBAa CPOK.
B cayuaure, B kouto mnocoueHusT KomuTer ce BB3MOJ3BA OT Taszu
CBOSI BB3MOXKHOCT, CPOKBT, TpeiBHIcH B wieH 31, maparpad 3,
mbpBa alWHes, ChOUpa Ja Te4ye J0 MOMEHTa, B KOHTO Obje
MOJTyYeHa JOMBJIHUTENHO TMonckanaTa nHpopmanus. [lo aHanoruuen
HAYMH OT BBIPOCHHS CPOK C€ IMPHUCIAJa BPEMETO, MPEOCTABEHO Ha
3asBUTENS 32 IOATOTBSHE HA HErOBUTE YCTHH WM HHCMEHH
o0sICHEHNSI.

2. B ciuyuanTe, B KOUTO aHAIUTHYHHAT METOX HE € OWI OOCKT Ha
MPOBEPKA OT HSKOSI OT TOPEHOCOYEHUTE J1abopaTopuy MO CMHCHIA Ha
npouenypure, BbBeneHu ¢ Permament (EMO) Ne 2377/90, npoBepkara
ce U3BBPIIBA B PAMKUTE HA Pa3loOpe0OUTe HA HACTOSIUHS ICH.

Ynen 33

1.  Koraro namena mgppikaBa-wieHKa moixydn uckaHe oT Kommrera 1o
JICKApCTBEHUTE TIPOJIYKTH 3a BETEpUHApPHA yroTpeba, TS U3MIpalia
uHpoOpMaInATa, KATO TPHUBEKAA JOKA3aTEJCTBA, Y€ IPOU3BOIUTEIISAT
Ha BETEPHHAPHHUS JICKAPCTBEH IMPOAYKT WJIM BHOCHUTENIST Ha TPOJIYKTa
OT TpeTa CTpaHa € B ChCTOSHUE J]a MTPOU3BE/IC ChOTBETHUS BETCPHUHAPEH
JIEKapCTBEH MPOIYKT W/WJIM Ja TpoBele HEOOXOIMMHUTE KOHTPOIHU
W3MUTBAHUSI B CHOTBETCTBUE C JAHHUTE M JIOKYMEHTHUTE, MPEIOCTABCHU
B M3IIBJIHEHUE Ha wieH 31.

2. Koraro cuere TOBa 3a HEOOXOAMMO C [T PA3TIICKIAHETO Ha
JaIeHo  3asBIeHue, MocodyeHusT Komurer Moxke pga moucka OT
3asBUTEIIS J]a TIPEJOCTaBH 00EKTa CH 3a MPOM3BOJICTBO HA BETEPHHAPHHUS
JIEKapCTBEH MPOJYKT 3a W3BBPILBAHE Ha ClElMalIHa NpoBepka. [lono6Hu
MPOBEPKH MOrar Ja He ObjaT 0O0sABABAaHH IPEABAPUTEIHO.

IIpoBepkara ce U3BBPIIBA B PAMKUTE Ha CPOKa, MPEABHJCH B WieH 31,
nmaparpad 3, mbpBa anMHEs, OT HMHCIEKTOPH OT IbprKaBaTa-uIeHKa,
MIPUTEKABAINY TMOJIXOJIA KBATU(HUKAIWS, CHIIATE MOTaT jaa Oblar
OpUApPY’)KEHU OT JOKIaJ4MK WM  CHEelHaJIUCT, OINpelesieH  OT
nocoueHust Komwurer.

Ynen 34

1. Arenuusta uHdopmupa He3a0aBHO 3asBUTEINS, aKO CTAHOBHIIETO
Ha Komurera mo nekapcTBeHHTE NMPOIYKTH 3a BETEpPHHApHA ymoTpeda
riacH, 4Je:

a) 3aABJIECHMETO HE YJIOBJICTBOpSIBA KPUTCPUMTE 3a U3/laBaHe Ha
paspelnieHue, ChAbPKAIM CE B HACTOSIIUS PErIaMeHT;

0) 0000IIEeHNEeTO Ha XapaKTEpPUCTHKHTE Ha IPOJYKTa Clie[Ba Ja ce
POMEHH;
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B) €TUKETHTE WM JINCTOBKATA C yIIbTBAHUS B OIAKOBKATa Ha MPOJYKTa
HE OTroBapsAT Ha W3UCKBaHUATA Ha 11 V oT [lupexrtusa
2001/82/E0O;

T) paspelieHHeTo cieiBa Ja Ce MpeJocTaBu TpHU Cla3sBaHE Ha
ycoBHsATa, IPEABUACHH B wieH 39, maparpad 7.

2. B cpok o 15 nuu cnen moigyyaBaHe Ha CTaHOBHILETO, TIOCOUEHO B
naparpad 1, 3agBHTENSIT MOXE [a OTIpaBH JO ATEHIHATA MUCMEHa
HoTH(UKanus, 4ye OM >Kelajn Ja IOUCKa INpepaslIeKAaHe Ha CTaHO-
BumeTo. B To3m chmyualt 3asBHUTENSAT H3Mmpamia Ha - ATeHIusATa
ToApoOHa apryMeHTalust 3a UCKaHeTO CH B CPOK g0 60 mHU ciex moiy-
YaBaHETO HA CHOTBETHOTO CTAHOBHILE.

B cpok mo 60 nHU ciiex moydaBaHETO Ha apryMEHTAlMsTa 3a HCKaHEeTO
nocoueHuaT KoMuter mpepasriexia CBOeTo CTaHOBUIIIE B ChbOTBETCTBHE
C YCIIOBHSTA, U3JI0KEHHU B wiieH 62, maparpad 1, yerBbpra anuHes. Kem
OKOHYATEJIHOTO CTAHOBHIIE CE MpPUIaraT OCHOBAaHUTA 3a HANPABEHOTO
3aKITI0YEHHE.

3. B cpok no 15 nHM ciex HEroBoTo npueMaHe ATEHIUATA U3Mpalia
OKOHYATeJIHOTO cTaHoBuIe Ha mnocouyeHus Komwurer no Kommucusra,
IbP)KaBUTE-WJICHKH W 3aABUTENs, 3aeAHO C JOKJIaJd, B KOHTO ce
ChIbpKa OIMCAaHWE Ha OICHKAaTa Ha BETEPHHAPHHUS JICKAPCTBEH
mponykt oT Komwurera W M3NOKEHHE HA TNPHIMHUTE 332 HETOBOTO
3aKJII0UYCHHE.

4. Tlpu craHOBHIIE B IM0J3a Ha MPEAOCTABSIHETO HA pa3pelicHHe 3a
IMyCKaHe Ha ChOTBETHHS BETEPHHAPEH JIEKApCTBEH MPOJYKT Ha Iaszapa,
KbM CTaHOBHIIETO CE MPHJIAraT CIEIHUTE JTOKYMEHTH:

a) MPOEKT 3a 000O0IIeHHe Ha XapaKTEePUCTHKATE Ha MPOIYKTa ChIITACHO
wied 14 or [lupekruBa 2001/82/EO; mo uenecboOpa3sHOCT
BBIIPOCHUAT TPOCKT OTpa3sBa pasiU4MsITa MO OTHOLICHHWE Ha
YCIIOBUSITA HA BETEPUHAPHATA MPAKTUKA MEXIY JbpiKaBHUTE-UICHKH;

0) B Cily4ail ye BETEPUHAPHUST JICKAPCTBEH MPOAYKT € MpeaHa3HauYeH 3a
OpWiIaraHe BbPXY JKMBOTHH 3a MPOU3BOJACTBO Ha XpaHd —
[OCOYBAHE Ha MAKCHMMaJHUTE JONMYCTUMU CTOWHOCTH Ha OCTa-
THYHHTE BEUIECTBA, KOMTO ca mpreTd oT OOIIHOCTTa B ChOTBETCTBHE
¢ Permament (EMO) Ne 2377/90;

B) JaHHU 32 CBCHTYAIHHTE YCIOBHS WM OTPAHHYCHUS, KOUTO CIICBa
na ObJAT HAJIOKEHH BHPXY JOCTAaBKHTE MM yHoTpeOara Ha BETepH-
HAPHUSI JICKAPCTBEH HPOAYKT, BKIIOYUTEIIHO YCIOBHUSTA, IPU KOHTO
BETEPUHAPHUAT JICKAPCTBEH IMPOAYKT MOXE Ja ce TPEeNOCTaBs Ha
MAalMeHTH B  CHOTBETCTBHE C KPUTEPUHUTE, OMpeIeieHH B
Jupexrtusa 2001/82/EO:

I) JIAaHHH 32 EBCHTYAIHHTE TMPENOPHYUTEIHN YCIOBUS WM Orpa-
HUYEHUSI TIO0 OTHOIIEHWE Ha Oe3BpenHata W e(eKTHBHA yrorpeba
Ha JISKAPCTBEHUS MPOIYKT;

JI) TIPOEKT 3a TEKCTa Ha CTUKETUTE U JINCTOBKAaTa C YIMBbTBAHUS B
OTIaKOBKaTa, MPEJIOKEH OT 3asBUTENS, NMPEACTaBEH B CHOTBETCTBUE
¢ qsn Voot Hupektusa 2001/82/EO;

€) JIOKJaJ 3a OIICHKATa.

Ynen 35

1. B cpoxk no 15 pgHm crnex mosydyaBaHETO Ha CTaHOBHIIETO,
nocoueHo B wieH 30, maparpad 2, Komwucusita moaroTBsi MpOEKT 3a
peleHye, KoeTo TpsabBa aa ObJie B3€TO 110 OTHOLICHUE Ha 3asBJICHUETO.

B cmydanre, B KOMTO JAaJieH TMPOEKT 3a PellleHHe MpeIBIKAa Mpenoc-
TaBsHE Ha pa3pelleHHe 3a THPTOBUS, CHIIMAT BKIIOYBA WM CHIBPXKA
[I030BaBaHe Ha JOKYMEHTHUTE, IOCOUYeHH B wieH 34, maparpad 4, OykBu
oT a) 10 J).
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B ciiyuanrte, B KOUTO MPOEKTHT 3a pPELICHUE HE ChOTBETCTBA HA CTaHO-
BuIieTo Ha AreHiusaTa, Komucusta npuiara noapoOHO oOsCHeHHE 3a
MIPUYUHNATE 32 TOJyYMJIOTO CE Pa3HOTJIACHE.

IIpoexTbT 3a pemieHue ce wu3Npam@a A0 AbPKAaBUTE-WIEHKH U JI0
3asiBUTEJIS.

2. Kowmucusita mpuema OKOHYATETHO pELIEHHE B CHOTBETCTBUE C
mpoleaypara, OUTHpaHa B wieH 87, maparpad 3, B cpok mo0 15 muu
clie/l IPUKITFOYBAHETO .

3. TIOCTOSIHHUST KOMHTET IO JIEKAPCTBCHHTE IIPOAYKTH 3a BETe-
puHapHa ynotpeba, mocodeH B wieH 87, maparpad 1, kopurupa cBos
OPOLEAYPeH MPABHJIHUK Taka, Y€ Ja B3eMe IMPEIBH[ BB3IOKCHUTE MY
3aJa4M MO CUJIaTa HA HACTOSIIHS PErIaMeHT.

Kopekuunre mpensmwxaar, ue:

a) CTAaHOBHWIIETO HA MOCOYCHUS TOCTOSHEH KOMHTET CE IMPEIOoCTaBsl B
nucmeHa (Gopma;

0) IBbpKaBHTE-WIEHKH pasrojiarat ¢ 22 THH 32 HM3MpallaHe Ha CBOHTE
MMUCMEHU 3a0eJIekKKHU Mo MpoekTa 3a peuieHue a0 Komwucusita. Heza-
BHCHMO OT TOBa aKO € HaJIWIE HEOOXOAMMOCT OT B3eMaHe Ha
CIICITHO pEIICHHEe, TPEeACeNaTeNs T MOXE Jia OIpeAeiy TMO-KpaTbK
CPOK B 3aBHCHMOCT OT HEOTJIOXHHUS XapakTep Ha BBIIpoca.
BerpocHuAT cpok HE MOXe Ja ObJe MO-MalbK OT 5 JHHU, OCBEH B
CIlydauTe Ha M3KIIIOYHTEIHU OOCTOSTENCTBA;

B) IBPXKABUTEC-WICHKM MOTaT Ja OTHPaBAT IIMCMEHO WCKaHEe 3a
00CBXKIaHe Ha ITIPOEKTa 3a pEIICHHE, I0ocoueH B maparpad 1, Ha
IICHApHO 3acefaHue Ha 1mocodeHns [IocTosHeH KOMHTET, KaTo Mpef-
CTaBsT MOAPOOHA apryMEHTAlUs 3a TOBA CH HCKaHE.

4. B cmywaurte, B kouTo mo MHeHHeTo Ha Komucusata mmcMmeHuTe
3a0eNneXK Ha JaJieHa JbpKaBa-wIEHKa IIOBJWUTAaT HOBH BAXKHU
BBIPOCH OT HAYYHO WJIM TEXHHYECKO ECTECTBO, KOMTO HE Ca IMPEIMET
Ha pa3riexJaHe B MPEeJIOCTaBEHOTO OT ATreHIUATa CTAaHOBHILE, Ipejace-
JIATENAT MPEYCTaHOBsIBA NPOIEAypaTa W BpbIA 3asBJICHUETO OOpaTHO
Ha ATCHIUATA 32 HOBO Pa3rJICK/IaHe.

5. Kommucwusra npuema pasznopendoute, HEOOXOUMHU 32 U3IIBIHEHUETO
Ha maparpad 4, B ChOTBETCTBHE C MpOIleaypara, [ocoucHa B 4jeH 87,

naparpad 2.

6.  AreHmmsTa pasmpoCTpaHsBa JOKYMEHTHUTE, IOCOUYEHU B 4ieH 34,
maparpa¢ 4, OykBH OT a) 1O I).

Ynen 36

AKO 3asBUTEN OTTEIJIM IOJAJACHO JO ATeHIMATa 3asBJICHHE 32
paspemieHue 3a  THPrOBHUs, Tpead AreHOuaTa Ja [peicTaBd
CTaHOBHIIE 10 BBIPOCHOTO 3asBJICHUE, 3asBUTENSAT ChOOIIABa Ha
AreHnusITa MPUYUHUATE 32 TOBA CBOE JIEUCTBHE. ATEHIMATA OCUTYpsBa
OOIIeCTBEH JOCTBII JI0 Ta3u WH(poOpManus W MyONMKyBa JOKJIaua 3a
OLICHKA, aKO CBIIECTBYBa TaKbB, CJ€I 3aJMYaBaHETO Ha IpUIaTa
nHpOpMaIUs, TPeCTaBIsBaNld ThPrOBCKa TalHa.

Ynen 37

1. M3pmaBaHeTo Ha paspelleHHe 3a ThPTOBUSA MOXKe Ja Obje 0TKa3aHo,
aKo cJieJl IpoBepKa Ha JaHHHUTE M JOKYMEHTHTE, MPEICTABEHH B CHOT-
BETCTBUE C ulieH 31, ce yCTaHOBH, He:

a) 3aABUTEIAT HE € JIEMOHCTPHpAI TO TOAXOJIAII HAYWH WIA B
JIOCTAaThYHA CTEMEH KauyecTBOTO, OE3BPEIHOCTTA WIH e(QUKACHOCTTA
Ha BETePUHAPHUS JIEKAPCTBEH MPOIYKT;



2004R0726 — BG — 26.01.2007 — 001.001 — 29

0) 32 300TEXHHYECKH BETCPUHAPHU JIEKAPCTBEHH MPOIYKTH M OHOCTH-
MyJIaTOpH — HE Ca B3eTH NPEIBUJA B JOCTAThYHA CTEHCH Oe3Bpel-
HOCTTa W XyMaHHOTO OTHOIICHHE KBbM JKMBOTHHUTE W/WiamM Oe3omac-
HOCTTa Ha MOTPEOUTEIHTE;

B) CPOKBT 3a OTTCIJIAHC, MPCIOPBYAH OT 3asABUTCIII, HC €© JOCTAaThbYHO
ABJIBI, 3a Ja OCUT'YpH BB3MOXHOCT XPAaHUTCIHUTEC TIPOAYKTH,
IIOJIYY€HH OT TPETHUPAHU JXHUBOTHH, Ja HE CHABPKAT OCTATHYHHU
BCHICCTBA, KOUTO Ch3AaBaT OMACHOCT 3a 3JpaBETO Ha HOTpeGI/ITeJ'H/ITe,
WK ChINUAT HC € HAIJIC)KHO 000CHOBaH.

I') BETEPUHAPHUSAT JIEKAPCTBEH IPOIYKT € MPEICTABCH 3a 3a0paHeHa OT
pasnopendoute Ha OOmHOCTTAa yriorpeda.

W3maBaHeTo Ha paspelieHre Moke aa Oble OTKa3aHO MO Moa00eH
HAQuYWH ¥ B CIy4YaWTe, KOTaTo OCHUTYPEHHUTE OT 3asBUTENS JaHHU WA
JIOKYMEHTH B CBOTBETCTBME C 4WieH 31 ca HETOYHH, WM aKo
eTUKETUTE W JINCTOBKATAa C YIBTBAHUS B OIAKOBKATA, MPEIIOKEHH OT
3asBUTENs, HE ChOTBETCTBAT Ha As1 V oT Jupextusa 2001/82/EO.

2. OrTka3bT 3a M3/aBaHE Ha pa3pelieHue 3a Thproeus Ha OOIIHOCTTA
npeanonara 3abpaHa 3a IyckaHe Ha rasapa B rpanunure Ha OOmHoCTTa
Ha CHOTBETHMSI BETEPUHAPEH JIEKApPCTBEH IPOJIYKT.

3. OcurypsiBa ce OOILIECTBEH JOCTHII J0 HH(pOpMAIHiITa OTHOCHO
BCHYKU OTKAa3W M MPUYHHUTE 32 TSIX.

Ynen 38

1.  be3 na ce 3acsarar pasmopendoutre Ha wieH 71 ot JupexTuBa
2001/82/EO, BCcsikO paspellieHHe 3a ThProBUs, MPEIOCTABEHO B ChHOT-
BETCTBHE C HACTOSIIMS pEIJIaMeHT, Ce NpHiIara Ha TEpUTOpHSATA Ha
wutata  OOmHOCT. PasperneHweTo mpenocTaBs eIHAKBH IpaBa H
33JBJDKCHHS BBB BCSKA OT JBPIKABUTC-WICHKH C M3IaJCHO OT
CHOTBETHATA AbP)KaBa-YJICHKA PA3PEIICHHUE 32 ThPrOBUS B ChOTBETCTBHE
c wreH 5 ot JupextuBa 2001/82/EO.

Pazperienure BeTepUHAPHU JIEKAPCTBEHM IMPOIYKTH C€ BIHUCBAaT B
Peructppa Ha nmekapcTBeHHTE NMPOAyKTH Ha OOIIHOCTTAa W HA CHIIUTE
ce JaBa HOMep, KOHTO (urypmpa BBpXY TAXHATa OIAKOBKA.

2.  Horudukanuure 3a paspeuicHusTa 3a ThProBUs ce MyOJIMKyBaT B
O¢uyuanen eecmuux na Esponeiickus cvio3, KaTto TO-CIEHATHO Ce
[OCOYBAT JlaTata Ha W3JaBaHE HA CHOTBETHOTO paspelicHHe W
HOMEpBT, MOJI KOWTO CHIIOTO € BmHcaHO B Perucrbpa Ha OOIIHOCTTa,
KakTo W MEXIyHapOIHOTO HemaTeHToBaHO HamMmeHoBaHme (INN) Ha
AKTHBHOTO BEIIECTBO Ha JIEKAPCTBEHHUs] MNPOJYKT, Heromara (apma-
neBTHYHa (opMa U eBEeHTYyalHHs aHATOMHYEH TEePaleBTUUCH XUMIYCH
BetepuHapeH kox (ATC Vet Code).

3. Arennmsra myOnuKyBa He3a0aBHO IOKIIAJa OT OIEHKAaTa Ha BeTe-
pUHApHUS JIEKApCTBEH MPOJYKT, M3roTBeH oT Komurera mo nexap-
CTBEHHTE NPOAYKTH 32 BeTepHHApHa ymoTpeda, W MNPUYMHHTE 32
CBOETO CTAHOBHILE B II0JI32 HA TPENOCTaBSHETO Ha pa3pelieHHe, Clel
KaTo 3aJM4M Ipuiata MHGOpMAIMs, MpeAcTaBsiBalla ThProBcka TalHa.

EBponeiickusat gokian 3a obOmiectBeHa omeHka (EPAR) Bkiroua
MUCMEHO 0000IIeHHe, ChCTaBEHO MO paz0HpaeM 3a OOIIECTBEHOCTTA
HaunH. OOO0OIIEHUEeTO ChIBpKA TO-CHEIMATHO pa3Jliell, CBbpP3aH C
ycIoBUsTa 32 yrnoTpeda Ha ChOTBETHHS JICKAPCTBEH MPOJYKT.

4.  Cnen npeocTaBsHETO Ha pa3pelleHHe 3a ThProOBHs TUTYJSIPBT Ha
pazpemennero uHGOpMHpa ATreHHIMSATA 3a JaTUTE Ha JEHCTBUTEIHO
IyCKaHEe Ha BETepUHAPHMSA JIGKAPCTBEH TIPOJYKT Ha TIaszapa B
JbP>KaBUTE-4JICHKH, KaToO C€ B3eMaT IPEJBHJl Pa3IMYHUTE DPa3pelleHU
TIPE/ICTaBSHUS.

TurynapbT HOoTHU(UIMPAa ATEHIMATA 32 €BEHTYAJIHOTO BPEMEHHO WU
[IOCTOSIHHO IIPEYCTAaHOBSBaHE Ha IIyCKAHETO HA Ia3apa HAa ChOTBETHHUS
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npoaykT. OCBEH MPU M3KITIOUUTENHH 00CTOSATENCTBA Ta3u HOTH()UKAIIUSI
Ce MpaBH HE I[MO-MAIKO OT 2 Mecela Mpely MPCyCTAHOBSIBAHETO Ha
ITyCKaHEeTO Ha MPOJyKTa Ha IMasapa.

ITo nckane Ha AreHIusTa, MO-CHEIUATHO B KOHTEKCcTa Ha (hapMakolo-
ruyHata OIMTENHOCT, THUTYJSIPBT Ha pa3pelieHueTO 3a ThProBHA
MpeacTaBs Ha ATEHIMATA BCHUUKU JIAHHM, OTHACSIIM ce 10 obema Ha
npojaxOUTe Ha JIEKapCTBEHMs TPOAYKT Ha OOIIHOCTHO pAaBHHUIIE,
pasmpeneneny Mo AbpKaBU-WIEHKH, KAKTO U BCHYKU JTaHHU 3a KOJHMYe-
CTBOTO Ha PEIENTHTE, C KAKBUTO paslojlara TUTYJSPHT.

Ynen 39

1. bBe3 ma ce 3acsarar pasnopenoure Ha maparpadu 4 u 5, CpOKBT Ha
paspelieHusTa 3a ThProBUs € MeT TOAUHM.

2. CpoKbT Ha pa3pelIeHUETO 3a THPTrOBH MOXE Jla ObJe MPOABIDKEH
CIIe]] TIeT TOJMHHU Bb3 OCHOBA Ha M3BBPIICHA OT ATCHIHATA MIPEOICHKA
Ha CHOTHOIICHUETO MEXIy PHCKa W TMOJ3aTa.

3a Tazu Len TUTYJSIPBT HA Pa3pelleHHeTO 3a THPrOBUS MPEIOCTaBs Ha
AreHnuaTa 0000IIEH CNUCHK HAa BCHYKU TPEICTABEHH JTOKYMEHTH,
Kacaellyd KadecTBOTO, OE3BPEIHOCTTa W e(HUKACHOCTTA, BKJIFOUBAIIA
BCHYKH MPOMEHH, BHECEHH OT MOMEHTa Ha IMPEJOCTaBSIHETO Ha paspe-
[IIEHUETO 3a THPTOBUS, HAW-MAJIKO IIECT Mecela Mpear M3THYAHETO Ha
CpOKa Ha pa3pelIeHneTo 3a ThProBus 1o maparpad 1. AreHnusaTa Moxe
Jla U3KMCKa OT 3asABHUTENS Ja MPEICTaBH OMUCAHUTE TOKYMEHTH IO BCSKO
BpeMe.

3.  Cmexn yIObbKaBaHETO HAa HETOBHMSI CpPOK, pa3pelieHrueTo 3a
TBPrOBUSl OCTaBa B CHJIa 32 HEONpeNesieH MepHoJ OT BpeMe, OCBEH
ako Kowmmucusata HE pemu opagd OCHOBATENHH CHOOPaKEHUS,
Kacaemy (apma KOJIOTHYHATa OJUTENHOCT, Ja MPONBIDKH C TPEoc-
TaBsSHE Ha HOB IETTOJUINEH CPOK ChITIACHO maparpad 2.

4. Bcsko paspelieHHe, KOeTO He € IOCICIBAHO OT JICHCTBUTEIIHO
myckaHe Ha mazapa Ha OOIIHOCTTa Ha JIEKapCTBEHUs MPOMYKT 3a BETe-
puHapHa ymoTpeba B CPOK JO TpPU TONWUHM CIIeNl W3/aBaHe Ha
CHOTBETHOTO pa3peleHue ry0n cBOsITa BATMIHOCT.

5. B ciywanTe, KOraTo Npead TOBa IIyCHAT Ha Ila3apa pa3pelicH
JIeKapCTBEH IMPOAYKT Bede HE MPUCHCTBA pealHO Ha T[asapa B
NPOJIBDKEHHE HA TPH  IOCIEAOBATEIHH TOJUHH, CHOTBETHOTO
paspelienue ryou cBosTa BaJHJHOCT.

6. Tlpu Hanuyue Ha M3KIIOYMTEIHU OOCTOSATENICTBA W TOPAIH ChOO-
paKeHMsI, Kacaelly 3allnTara Ha OOIIECTBEHOTO 3/IpaBe W/WITH 3PaBETO
Ha KMBOTHHTE, KommcusTa MoXke 1a pa3pelld H3KIIOYCHHsS OT CIa3-
BaHeTO Ha maparpadu 4 u 5. [TogoOHM M3KIIOYEHHUsT TpsOBa aa Obaar
HAJUTEKHO 0OOCHOBAHU.

7. Ilpm W3KIIOYUTENTHH OOCTOSATEICTBA W CJeA NpPOBEXKIaHE HAa
KOHCYJITallUd CbC 3asBUTEISI MOXE Ja C€ INPEeJOCTaBU pa3pelleHue,
MIPUJIPY’)KEHO OT OTIPABEHO KbM 3asBUTEN H3UCKBAHE 3a BbBBEXKJAHE
Ha KOHKPETHH IPOIEAYPH, IO-CHEIHAITHO TaKWBa, Kacacliy Oe3Bpes-
HOCTTa Ha JIEKapCTBEHUS MPOJYKT, M YBEIOMsBAHE HA KOMIIETEHTHHUTE
OpraHM 3a BCEKH IPOU3TUYAIl OT HEroBara yrnorpeda WHIWACHT MU
JIeUCTBUATA, KOUTO Aa OBbAAT MpeAnpueTd. TakoBa paspelieHHe MOxKe
Ja ce TpeJoCTaBs CIUHCTBEHO MO OOSKTHBHH W IOJUISKAIIM Ha
npoBepka NpuuuHU. IIpoabmkaBaHETO Ha CPOKAa Ha PaspelIeHHeTo ce
0OBBpP3Ba C €XerojHara MpeolieHKa Ha BBIPOCHHUTE YCIIOBHSI.

8. B cmywaute, KOrato € IOJAJEHO 3asBICHHE 32 pa3pelleHue 3a
TBPrOBHS 3a JICKApPCTBCH MPOMYKT 3a BETepUHapHa ymorpeba, KOHTO
UMa CBIIECTBEHO 3HAYEHHE 3a 3/paBeTO Ha S>KUBOTHUTE M Haii-Beue
KOMTO TIpe[cTaBlsiBA HOBOBBBEACHHE OT TEpAIeBTHYHA TJIEJHA TOYKa,
3aBUTEISAT MOXKE Ja OTIPABM HCKAaHE 3a H3IBJIHCHHC Ha YCKOpEHa
mpoueaypa 3a ouensBane. Mckanero ce 000CHOBaBa HaJIEKHO.
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Axko KoMHTETBT 110 JIeKapCTBEHUTE MPOJIYKTH 32 BETEPHHAPHA yIOTpeda
MpHeMe HMCKaHEeTO, CPOKBT, TPEABUIACH B uieH 31, maparpad 3, mbpBa
ajguHes, ce HaMmalsBa Ha 150 mHM.

9. Ilpm mpuemaHeTo Ha CBOETO CTaHOBHIIe KOMHUTETHT MO JeKap-
CTBCHHUTE MPOJIYKTH 3a BETCPHHApHA yIoTpeda BKIFOYBA MPE/UIOKCHHUE,
OTHACAIIIO Ce JI0 KPUTEPHUTE 3a MPEAIMCBAHE WM YHoTpeOa Ha Bere-
PUHAPHUTE JIEKAPCTBEHH MPOIYKTH.

10.  BerepuHapHHTE JIEKapPCTBEHH MPOAYKTH, pPa3pelICeHH B CHOT-
BETCTBHE C pasNopeg0HuTe Ha HACTOSIIIMS PErJaMeHT, Ce IIOJI3BaT OT
pasmopenduTe 3a 3ammTa, IOCOYeHH B wieHoBe 13 um 13a ot
Hupexrusa 2001/82/EO.

Ynen 40

HpGJIOCTaBSIHeTO Ha pa3p€licHuE HE 3acsiara npousTudamiara OT T'paxk-
JAaHCKOTO WM KPUMHHAJTHOTO IIPAaBO OTTOBOPHOCT HA NPOU3BOJUTEIIA
WIN TUTYJIIpa HAa pa3pCHICHUETO 3a ThProBUs CHIVIACHO HALIMOHAJTHOTO
3aKOHOIATEJICTBO Ha ABPKABUTC-YJICHKHU.

I'masa 2

KOHTpOJ’l U CAaHKIHUH

Ynen 41

1. Cnen mpenocTaBsHe Ha pa3pellCHHE B CHOTBETCTBHE C HACTOSIIHS
perlaMeHT TUTYJISpbT Ha Pa3pelIeHHeTO 3a ThPrOBUsL B3eMa IO
BHMMaHHE, M0 OTHOIICHHE Ha METOIHUTE 3a MPOMU3BOACTBO U KOHTPOI,
mpenBUACHH B wieH 12, maparpad 3, Oyxsu T) u u) oT JupexTusa
2001/82/EO, mnOCTWXKEHMATa Ha HAyYHO-TEXHHUYECKHS IIPOrpec U
M3BBPIIBA BCHUYKH IIPOMEHH, OT KAKBUTO MOXE Ja CHIIECTBYBa HEOOXO-
JMMOCT, 32 Jla MOXKE€ JIEKapCTBEHUAT HNPOIAYKT Aa Obae MPOM3BEXKIAH U
TpOBepsIBaH ¢ MOMOINTA HA OOIMONPHETUTe HAYyYHH METOIH. THUTYIApBT
3as1BsiBA CKAHETO CU 3a OJOOpSIBAHE HAa BBIPOCHUTE IIPOMEHU B CHOT-
BETCTBHE C HACTOSILIHSA PErJaMeHT.

2. KomrmeTreHTHHs OpraH Ha JajicHa IbpKaBa-ujeHKa WM ATCHIUITA
MOraT Jia IOWCKaT OT THUTYJIIpa Ha pa3pelieHHeTo 3a ThProBus Ja
OCHUTYPH B JIOCTATHUYHHU KOJMYECTBA BEIIECTBA 3a MPOBEXKIAHE HA U3IH-
TBaHMs 3a OIpEJEIsIHEe HAIWYMETO Ha OCTaTblM OT BETEPUHAPHUTE
JIEKApCTBEHU NPOAYKTH B XPAHUTEIHHUTE MPOIYKTH OT >KUBOTHHCKH
MIPOU3XOI.

3. Tlo uckaHe Ha KOMIIETEHTHHs OpraH Ha JaJeHa JbpKaBa-dICHKA
WK Ha ATCHIMATa TUTYSIPPT HA Pa3pelIeHHETO 3a ThPTOBUSI
OCUTYpsIBA TEXHUYECKO CBHICHCTBHE 3a YJIECHSABAHE NPHUIATaHETO Ha
AQHATUTHYHUST METOJl 3a OTKPHMBAaHE HA OCTAThYHM BEIECTBA OT BeTe-
pUHApHHU JIEKAPCTBEHU TPOAYKTH OT pedepeHTHa IadopaTopusi Ha
OOmHOCTTa WM aKo TOBa € LeNechbOOpa3HO, OT HAIMOHAIHU pede-
peHTHH J1abopaTopuy, ONpeleiecHH B ChoTBeTCTBHC C JlMpekTuBa
96/23/EO na CwBera ot 29 ampun 1996 T. OTHOCHO MepKHTE 3a
HaOJFOJICHUE HAa OIPEICICHH BEIIECTBA M OCTATHIM OT TAX B JKUBH
JKMBOTHH ¥ JKHBOTHHCKH TpoayktH (1).

4.  TurymspbT Ha pa3pelIeHHETO 32 THPTOBHUS MPENOCTaBsi He3a0aBHO
Ha AreHiusaTta, Komucusra u IbpiKaBUTE-4JICHKH BCSIKAa HOBOTIOSIBUIIA C€
rHpOpPMAIUsA, KOATO MOKE Ja JOBEAE J0 BHACSIHETO Ha MPOMEHH B
JAHHUTE WM JOKYMEHTHTe, MOCovYeHH B wieH 12, maparpad 3,
uneHoBe 13, 13a, 130 u 14 ot JupekruBa 2001/82/EO, npunoxeHue
I xbM Hest wiu wieH 34, maparpad 4 OT HACTOSIIHS PETJIAMEHT.

() OB L 125, 23.5.1996 r., ctp. 10. JIlupekruBa, nsmeneHa ¢ Permament (EO)
Ne 806/2003 (OB L 122, 16.5.2003 r., ctp. 1).
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CpuusaT yBepomsiBa HezabaBHO AreHuusTa, KoMmucusta u IbpiKaBUTE-
YIEHKH 3a BCsKa 3a0paHa WM OTpaHWYeHHE, HaJOKEHH OT KOMIIe-
TEHTHUTE OpraHu Ha KOATO M Ja OWJIO OT Jbp)KaBUTE, B KOHWTO CE
M3BBPIIBAT MPOJAKOM HA BETEPUHAPHHUS JEKapCTBEH MPOIYKT, U 3a
BCsIKA JIpyra HOBOIIOSIBUJIA C€ MH(pOPMAIHsS, KOATO MOXE Jia ITOBIHSEC
Ha OLEHKAaTa Ha CBHOTHOIIEHMETO MEXIy pHCKa M Ion3aTa oT
CBHOTBETHHUS BETEPUHAPEH JIEKAPCTBEH MPOJIYKT.

3a menuTe Ha TEKyllaTa OIIEHKAa Ha ChOTHOILICHHETO MEXKIy PHUCKa U
royizaTa AreHuusATa MOKe Jla M3UCKa IO BCSIKO BPEME OT THUTYJIsIpa Ha
pPa3pelIeHneTo 3a THPrOBUS IMPEJOCTABSIHETO Ha JAHHU, OCUTYpPSBALIH
JIOKA3aTeJICTBA 332 ChXPAHIBAHETO Ha OJArOMpHATHHS XapakTep Ha ChOT-
HOILICHUETO MEXJy PUCKa U I10JI3aTa.

5. AKO TUTYJSIpBT Ha Pa3pelICHUETO 332 BETEPUHAPHUS JICKAPCTBEH
MPOJYKT HANpaBH IMPEUIOKEHHE 3a BHACSHE HA NMPOMEHHU B JaHHUTE W
JIOKYMEHTHUTE, MOCOYEHH B maparpad 4, ChUIMAT I0JiaBa ChbOTBETHOTO
3asBJIEHUE 10 ATCHIUATA.

6.  Cnen xoHcynrauu ¢ Arennusara Komucusta npreMa noaxo sy
pasmopenOM 3a pas3riiexaaHe Ha IPOMEHHUTE B pa3pelICHUsATa 3a
THProBus moJi opMaTa Ha perjaMeHT B ChOTBETCTBHE C MPOICAyparta,
nocodeHa B uieH 87, maparpad 2.

Ynen 42

3asBUTENAT WIN TUTYJIAPHT Ha Pa3pelIeHUeTO 3a ThPrOBUS HOCHU OTIO-
BOPHOCT 3a TOYHOCTTAa Ha MPEJIOCTABEHUTE JAHHU U JTIOKYMEHTH.

Ynen 43

1. 1Illo ce oTHacs 10 BeTepUHAPHH JIEKAPCTBEHHU IMPOIYKTH, MPOU3-
BE/ICHN Ha TepuropusaTa Ha OOIMIHOCTTA, KOHTPOJHH OPTaHM Ca KOMIIe-
TCHTHUTE OpraHM Ha Jbp)KaBaTa-wiCHKA WIA JbPXKaBHTC-WICHKH,
MPEIOCTABUIIM PA3PELICHUETO 3a MPOU3BOJCTBO, IIPEIBHUACHO B WICH
44, maparpap 1 ot J[upextmBa 2001/82/EO, mo oTHomeHHe Ha
CBOTBETHUSI JIEKAPCTBEH IIPOJYKT.

2. 3a jgekapcTBEHH HPOJYKTH, BHECEHH OT TPETH CTPAHU, KOHTPOJIHN
OpraHM ca KOMIICTCHTHHTEC OpraHH Ha JbpKaBaTa-WwiCHKa MM
JIbP)KABUTE-WICHKH, TPEJOCTABIIN Pa3pelIeHNeTo, IPEIBUICHO B
uniedn 44, maparpad 3 or Hupektusa 2001/82/EO, na BHOcHTEN,
OCBEH aKoO ca CKIIOYEHH CHOTBETHHTE JIOTOBOPEHOCTH MEXIY
OOmHoOCTTa ¥ CTpaHaTa W3HOCHTEN, CBIVIACHO KOWTO BBIPOCHHUST
KOHTPOJI C€ OCBIIECTBSIBA B CTPAHATAa HM3HOCHTEN, U HPOM3BOAUTEIAT
TpUiara CTaHAapTH 3a J00pa MPOHM3BOJACTBEHA IIPAKTHKA, KOUTO Ca
Hall-MaJIKO eKBHMBAJICHTHH Ha CTaHIapTUTE, onpeseieHn oT OOLHOCTTA.

Janena pgbpikaBa-uieHKa MOJXKE Ja TIOWCKAa CBHACHCTBHE OT Jpyra
Jbp)KaBa-wiIeHKa WIA OT ATEHIMATA.

Ynen 44

1. KoHTponHHTE OpraHd OTroBapsAT 3a INpoBepKaTa OT HMETO Ha
OOmHOCTTa, Jaly TUTYIAPBT Ha Pa3pelIeHHETO 3a THPTOBHSA C BETEPH-
HAapHUsA JIeKapCTBEH MPOTYKT HIM peructpupanust B OOmHOCTTA
TIPOM3BOAUTENl WM BHOCHTEN YHOBIETBOPSBA WM3WUCKBAHHATA, OIIpe-
nenenu B asnose IV, VII u VIII or Hupextusa 2001/82/EO.

2. B cnyuaute, xorato B cboTBeTcTBHE ¢ wieH 90 or JlupexTtuBa
2001/82/EO Kowmucusra 0b1e HHPOPMHpaHA 32 CEPHO3HU Pa3HOTIIACHS
MEXIy IbpP)KAaBUTC-WICHKM OTHOCHO TOBa, Tl TUTYJSIPBT HA paspe-
[IEHHETO 32 THPTOBHS C BETEPUHAPHUS JIEKAPCTBEH MPOIYKT WU PETH-
cTpupanusT B OOLIHOCTTa [IPOU3BOAUTEIN UM BHOCUTEN yJIOBJIETBOPSBA
W3KUCKBaHMsTA, MocoueHu B maparpad 1, Komucusra moxe cruen
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KOHCYJITAIIUM ChC 3aMHTEPECOBAHUTE JIbPKABU-WICHKH Ja OTIPaBU
WCKaHe 3a IMpeAlpreMaHe Ha HOBa NMpOBEpKa Ha THTYJApa Ha paspe-
MIEHUETO 32 THProBHS, MPOM3BOJIUTENS WIM BHOCUTENS, OT HHCIEKTOP
OT KOHTPOJHHUSI OpraH; BBIPOCHUAT HHCIEKTOp C€ MNPHApYXkKaBa OT
JIBaMa WHCIIEKTOPH OT JIbpKABU-YJICHKH, KOUTO HE ca CTpaHa IIo
Cropa, W/WIKM OT JBaMa €KCIepTH, omnpeneneHu oT Komutera mo jekap-
CTBEHHTE TPOIYKTH 33 BETepHHApHA YHOTpeOa.

3. CbIyIacCHO  CHOPAa3yMEHMATA, EBEHTYaJHO CKIIOYCHH MEXIY
OOmIHOCTTa M TPETH CTPAHW B CHOTBETCTBHE ¢ wieH 43, maparpad 2,
Kowmucusara Moxe ciieq rmoigydaBaHe Ha JI0Ope 0OOCHOBAHO HCKaHE OT
JbpKaBa-wWICHKA MM IOCOYEHMS] KOMHUTET MM II0 CBOsL COOCTBEHA
WHAIAATHBA Ja W3UCKA OT PETHCTPHPAaHHs B TpeTa CTpaHa IIPOU3-
BOJIUTEN Jja CE MOJUIOKH Ha IPOBEPKA.

IIpoBepkara ce U3BBPIIBA OT UHCIIEKTOPH OT IbPKABUTE-WICHKH, KOUTO
NpUTEeKaBaT HeoOXoaumara KBalu(UKAIMs, CBIIATE Morar Ja ce
HIpUapysKaBaT OT JOKIAJUMK WIM EKCIepT, Ha3Ha4eHW OT IOCOYEHUs
komuteT. JIOKIaapT Ha MHCIIEKTOPUTE CE MPEIOCTaBsA Ha Pas3loJIOKEeHHE
Ha Komwucusita, IbpKaBUTE-YJICHKH M TOCOYCHHS KOMHTET.

Ynen 45

1. B ciyyaute, B KOUTO KOHTPOJHHTE OPraHH HJIM KOMIICTEHTHHTE
OpraHd Ha Jpyra Jbp)KaBa-4JeHKa MOIbPKAT CTAHOBHUIIETO, Y€ PErH-
CTpUpaHUST Ha Tepuropusita Ha OOIIHOCTTa HPOU3BOMUTEN M
BHOCHUTENI BeUe HE W3MBIHSABA 3aIbJDKCHUATA, PETJIAMEHTHPAHU B JISUT
VII or HupextuBa 2001/82/EO, cwmmTe wuHbopMHupar He3ab0aBHO
Komurera mo jekapCTBEHHTE MPOAYKTH 3a BeTEpUHApHA ynoTpeda u
Komucusrta, u3igaraiik moapoOHO CBOWTE MPUYMHH U (HOPMYyITHpAHKu
MPEUTOXKEHNE 32 [CUCTBHUATA, KOUTO 1a OBJAT MPEAIPHETH.

ChIIOTO BaXXH W B CIy4auTe, B KOWTO JaJIeHa JIbpiKaBa-wWwICHKA WA
Kommucusita cyerar, ye 1O OTHOIICHHE HA CHOTBETHHUSI BETCPUHAPCH
JIEKapCTBEH MPOIYKT ClieqBa Jia Oblie MPHIOKEHA HAKOS OT MEPKHUTE,
npeaunaern B asn VI or JupekruBa 2001/82/EO, wim mocoueHHST
KOMHTET € TPEJICTAaBII CTaHOBHIIE B TO3HM CMHUCBI B CHOTBETCTBHE C
uiieH 30 OT HACTOAUIMS pPErjaMeHT.

2. Kowmmcusara m3ucKkBa OT ATEHIWITA Aa IPEICTaBH CBOE CTAHOBHIIE
B CpPOK, KOMTO cChlara Ompenens B 3aBUCUMOCT OT CIEIIHOCTTa Ha
BBIIPOCA, C OrJIeJ Ha MPOYYBAHETO HA M3ThKHATUTE NpuuuHU. Korato
TOBAa € OCBIIECTBHMO, THUTYJISIPBT Ha pa3pelIeHHUEeTO 3a JIEKapCTBEHMS
MPOJYKT Ce TIPUKaHBa Ja J1aJic YCTHU WM MHACMEHU OOSCHEHMS.

3.  Cnen ¢opMmynupaHe Ha CTaHOBMIIEC OT CTpaHa Ha ATCHIUSITA
Komucuara mnpuema HeOOXOAWMHUTE TMpPEIBAPUTEIHA MEPKH, Karo
Tpujiara ChIUTE HE3a0aBHO.

OKOHYATEHO PpEIleHUuE ce IpHUeMa B CPOK JIO ILECT Mecela B CbOT-
BETCTBUE C IpoIleypara, mocoueHa B 4ieH 87, maparpad 3.

4. B ciyyauTe, KOrato € HaJHIle HEOOXOIUMOCT OT TpEANpHEeMaHe
Ha He3a0aBHU JAEHCTBHSL C OINIEA ONa3BaHE Ha YOBEIIKOTO 3/paBe,
37paBeTO Ha JKMBOTHUTE WM OKOJIHATa Cpena, JAajJieHa IbpKaBa-
YJieHKa MOXKE I0 CBOSI COOCTBEHA WHUIIMATUBA WM II0 HCKaHe Ha
Komucusra ga cnpe ymorpedaTa Ha CBOSI TEPHUTOPHS Ha BETEPUHAPHUS
JIEeKapCTBEH IMPOJIYKT, pas3pemieH B CHOTBETCTBUE C HACTOALIMA
periameHT.

Korato npprkaBaTa-uwieHKa NpennpueMa TOBAa IO CBOSI cOOCTBEHa
WHHUIIMATHBA, cbluata uHpopmupa Komwucusta u  AreHuusita 3a
MIPUYMHATE 32 TOBAa CBOE JIEHCTBHE HAl-KbCHO Ha CleaBalus paboTeH
JIeH Clie]T IIPEyCTaHOBSABAHETO. ATCHIHATA HH(POPMHpPA He3a0aBHO OCTa-
HaJIuTe IbpXKaBU-wieHKH. Komucusara mpeampueMa He3a0aBHO H3IBI-
HEHHETO Ha IMpoIeaypara, npenBuieHa B naparpadpu 2 u 3.

5. B To3m cmywail qppkaBaTa-wiIeHKa OCHUTYpsiBa YCIOBHS 3a OBP30
uH(OpPMHUpaHEe Ha CIIY)KUTEIUTE OT CHCTEMara Ha 3paBeolla3BaHETO 3a
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CBOUTE NEHUCTBUS U NIPUYMHUTE 3@ Te3M JIEHCTBUS. 3a Ta3M Ll MoratT ja
Ce M3MON3BAT MPEXHUTE, CH3MAACHH OT NMPO(ECHOHATHUTE CAPYKCHUS.
JbpxaBute-unieHkn nHGopMupar KomucusaTa M ATEHIHMATAa 3a Ipej-
HPUETUTE 3a Ta3sK LNl JEeHCTBUS.

6. Ilocouenure B maparpad 4 Mepku 3a IpeycTaHOBSBAaHE MOraT Ja
OCTaHaT B CHWIA JIO NPUEMAHETO Ha OKOHYATEIHO pEIIeHHE B ChOT-
BETCTBUE C ITIPOLEypaTa, ocoueHa B wieH 87, maparpad 3.

7. Ilpn momckBane AreHmmsTa WH(OPMHpa BCSAKO 3aMHTEPECOBAHO
JMIE 3a OKOHYATENTHOTO PEIIeHHE M OCHTypsiBa IyOIMYeH TOCTBII J0
Hero He3abaBHO CIieJl HETOBOTO IIPHUEMaHE.

I'masa 3

®dapMaKoJIOruyHa OIUTESTHOCT

Ynen 46

3a meNnuTe Ha HACTOSINATa TJiaBa ce mpuiara wieH 77, maparpad 2 ot
JHupextusa 2001/82/EO.

Ynen 47

B TACHO CBHTPYIHMYECTBO C HAIMOHAIHHUTE CHUCTEMH 3a (hapMakKo-
JIOTUYHA OJUTEIIHOCT, Ch3JaJeHH B CHOTBETCTBHE C WieH 73 OT
HupektuBa 2001/82/EO, Arennmsra Ha0aBs IpsUilaTa  3HAYMMa
uH(OpMAaIUsl OTHOCHO MPEANOJIaraéMUTe HEONArONPUATHH PEaKIUH,
MpeAM3BUKAaHW  OT  JIEKapCTBEHUTE TPOAYKTH 32  BETepHHApHA
ynotpeba, paspemienn ot  OOmHOCTTa  CHIVIACHO — HACTOSLIMA
pernament. B ciyuyanrte, korato ToBa € IieiechoOpazHo, KoMuTerhT
10 JIKAPCTBEHUTE MPOJMYKTH 32 BETEpUHApPHA yroTpeda IOJArOTBSI B
cboTBeTcTBHE ¢ wieH 30 OT HacTOSIIMSA perjiaMeHT CTaHOBHINA
OTHOCHO HeoOxoammute Mepku. OcHTypsiBa ce IyONuYeH TOCTBII IO
CTaHOBHII[ATA.

Te3sn Mepku MoraT Ja BKIIOYBAT H3MEHEHUS B pPa3peIICHHETO 3a
TBPrOBUS, MPEJOCTABEHO B CHOTBETCTBHE ¢ wieH 35. Cebumre ce
rnpueMar B CBhOTBETCTBHE C IIpolleAypara, IOcoueHa B uieH &7,

naparpad 3.

TuTynspbT Ha pa3pelieHUueTo 3a ThPrOBHUs U KOMIETEHTHUTE OpraHd Ha
IbPKaBUTE-WICHKH OCHTIYPSBAT YCIOBHS IsIaTa 3HaYMMa MHGOpMAIUs
OTHOCHO TMpPEJIOJIaraeéMUTe HEOJIAarONPHUATHH PEAKIMU CIPSIMO paspe-
IIGHUTE [0 CHJIaTa Ha HACTOAIIMS pEerjaMeHT BETEPUHApHU JIeKap-
CTBEHH TPOAYKTH nAa Oblle MpefocTaBeHa Ha BHUMAaHHETO Ha
AreHnusiTa B CHOTBETCTBUE C  paslopen0dMTe Ha  HACTOALIHA
permamenT. CoOCTBEHHMIUTE Ha JKMBOTHH U JKHBOTHOBBIHUTE C€
HachbpyaBaT Jia chOOIIABAT HA CIYXUTEIUTE OT CHCTEMaTa Ha 3/IpaBeo-
[a3BaHETO WM OTroBapsiiuTe 3a (apMakoJoruyHaTta OIUTETHOCT
KOMITETEHTHH HAI[MOHATHU OPraHd 3a HeOJArompHsSTHUTE PEaKIHH.

Ynen 48

TUTyIIpbT Ha paspelieHre 3a BETEPUHAPEH JIEKApCTBEH TPOIYKT,
MPEIOCTABEHO B CHOTBETCTBHE C Pa3lopeqOUTEe OT HACTOSIINS
periaMeHT, pasrojiara HENMpPeKbCHATO W TI0 BCSAKO BpEMe C JIHMIE C
MOJXOJSIa  KBATM(UKAIMSA, OTroBapsmo 3a  (apMaKoJIOTHIHATA
O TEITHOCT.

BbIpocHOTO KBanupHUIUpaHO JHIle TpeOUBaBa Ha TEPUTOPHATA Ha
OOIIHOCTTa ¥ HOCH OTTOBOPHOCT 3a:
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a) CH3JaBaHETO U TMOJIBP)KAHETO HA CHUCTEMa, OCHTypsBalla CHOM-
paHeTo, OICHSIBAHETO W CPABHEHHETO Ha WH(OpPMAIHMSITa OTHOCHO
BCHYKH TPEANOJaracMd HeOJaronpusTHH PEaKIUH, ChOOIICHH Ha
mepcoHajga Ha JPYKECTBOTO M MEIUIMHCKUTE CIIy)KHTEIH, 10
HAYMH, KOWUTO OCHTYpSiBA BB3MOXKHOCT 332 HEHHOTO OIICHSBAaHE B
JlajieHa To4Ka Ha Tepuropusita Ha OOIIHOCTTA;

0) TOArOTBSHETO Ha JIOKJIAWTE, TOocoYeHn B wieH 49, naparpad 3, 3a
HY)XINTC HA KOMIICTCHTHHTC OpraHH Ha [IbP)KABUTC-WICHKH H
ATeHIIMsATA B CBOTBETCTBHE C W3UCKBAHHMATA HA HACTOSIIUS
pETIaMeHT;

B) TapaHTHPAHETO, 4Ye BCSIKO HCKAaHE Ha KOMIICTCHTHHTE OpTaHM 3a
ocurypsiBaHeé Ha JONBJIHUTENHa uHpopMmauus, HeoOXoxuma 3a
OLIEHKAaTa Ha pHCKa U IOJI3aTa OT JaJleH BETECPUHAPEH JIEKapCTBEH
MPOAYKT, BKITIOYUTEITHO OCHTYpsiBaHE Ha MH(opMarms 3a obeMa Ha
npoaaxxouTe WM Opos Ha peleNnTHTe, U31aJIeHH 32 ChOTBETHHS BETe-
pHHApeH JeKapCcTBEH IMPOJYKT, IIe MOJTydYH ITBJICH W OBP3 OTTOBOP;

I) MPEIOCTABSIHETO Ha KOMIICTCHTHHTE OpraHM Ha BCSKa Jpyra
nH(MOpPMANUs, OTHACAIIA CE JIO OIEHKAaTa Ha pHCKa M Ioi3aTa OT
JaJicH BETCPUHAPCH JICKAPCTBEH MPOJYKT, I[O-CICLHHATHO HH(OP-
ManusTa, Kacaella W3CIe[BaHUsTa 3a OE3BPEJHOCTTa B TIEPHOJA
Clle] W3/aBaHETO HAa CBHOTBETHOTO pa3pelICHHE, BKIFOYHMTEIHO
uH(MOpPMANUITA OTHOCHO BAIMAHOCTTA HA IIEPUOAA 33 OTTEIISTHE
WIM JIMIICaTa Ha OdYaKBaHAaTa e(PHUKACHOCT WM TOTCHIIMATHHUTE
CKOJIOTHYHH MPOOJIeMH.

Ynen 49

1. TurynsapbT Ha pa3pelIeHHETO 3a TBHProBUS C BETEPHUHAPEH
JIEKapCTBEH MNPOJYKT TapaHTHpa, Y€ BCHUYKM HAOIIOJaBaHU Ha TEpH-
topusita Ha OOGIIHOCTTa W TPENOCTAaBEHW HA HETOBOTO BHHMAaHHE OT
CIIy)XHTeNT OT CHCTeMara Ha 3]paBeOla3BaHETO IMperosiaracMu
CepHO3HH HEOJNATONPUSATHN PEAKIMU M HEOJAarONpHATHH PEakiud Nph
Xopa CIpsIMO JaJieH BETEpUHAPEH JICKApCTBEH IPOAYKT, pa3pelicH B
CHOTBETCTBHE C HACTOSIIMS pPErjaMeHT, mie Obaar Obp30 ITOKyMEH-
TUpPaHU M CHOOIIEHW HA JbP)KABUTE-WICHKH, HAa YHUATO TEPUTOPHS €
BB3HUKHAT BBIPOCHUAT MHIMICHT, HE MO-KBCHO OT 15 OHHU cren moity-
YaBaHETO Ha BBIIPOCHATAa WH(OpMAIHS.

TUTyIspBT Ha pa3pelIeHHETO 32 ThPrOBUS JOKYMEHTHPA BCUYKH JIPYTH
HaOmonaBann Ha TeputopusaTa Ha OOIIHOCTTA MpeAroIaraeMu
CEpUO3HN HEOJAroNnpHATHU PEAKIUH M HEOJIArONPHUSATHU PEaKIUU TpU
X0pa, 32 KOUTO ChHIIUSIT MOXKE C OCHOBAaHHE Jia Ce OYakBa Ja Oble
UHPOPMHpPAH, B CHOTBETCTBHE C IpaBHJIATa, MMOCOYEHH B wieH 51, u
YBEJIOMSIBA CIICIIIHO, HE IMO-KhCHO OT 15 JMHU ciiel Mojy4aBaHETO Ha
BBIIPOCHATa WH(OpMAIUA, KOMIIETEHTHUTE OpraHd Ha Ibp)KaBUTE-
YJICHKH, Ha YHUATO TEPUTOPHS € BH3HUKHAI ChOTBETHHAT WHIIMICHT, W
AreHnusTa.

2. TutynsapbT Ha pa3peuIeHHeT0 3a TBHPrOBHS C BETEpUHAPEH
JIEKapCTBEH MPOIYKT TapaHTHPa, 4Ye JbpP)KaBUTS-WICHKA U ATEHIHUATA
me ObJaT yBeIOMSBAHU CHELIHO, HE MO-KbCHO OT 15 aHM cien moiy-
YaBaHETO Ha CHOTBETHATa WH(OpMAIusi, 32 BCHYKH MpPEATNOIaraeMu
CEpUO3HM HEOYaKBAaHU HEOJAroNpHUATHH PEAKUMU W HEOJIArONpUsSTHU
peaky OpH XOpa M BCHUYKM INpEIroyiaraéMH CIydad Ha IpeaaBaHe
Ha WH(EKIUO3HK areHTH 4Ype3 JaJeH JIeKapCTBEH NPOJIYKT, HaOIo-
aBaHW Ha TEPUTOpHUsITAa Ha TpeTa cTpaHa. Pasmopendure, Kkacaemu
YBEJOMSIBAHETO 33 TMpEINoNaraéMH HEOYaKBaHH HEeOIaronpHsTHA
peaKIy, KOMTO ca IO-MAJKO CEPHUO3HH, HE3aBHCUMO OT TOBA Jajd
CBIIUTE Ca HACTBIIWIM Ha TepuTopusara Ha OOMIHOCTTA, WA Ha TEPH-
TOpUSATa Ha TpeTa CTpaHa, ce NpHeMaT B CbOTBETCTBUE C IPOLELypaTa,
rmocoveHa B uieH 87, maparpad 2.

OcBeH Korato ca HalMge MU3KIHOYUTCIIHU OGCTOZTCHCTBa, I/IH(l)Op-
ManusATa 3a BBIIPOCHUTE PEAKIUHU CE IMOoAaBa IO CICKTPOHCH ITBT IO
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(opmara Ha JIOKJIQJ U B CHOTBETCTBHE C PBKOBOJCTBOTO, MOCOYCHO B
e 51.

3.  TurymipbT Ha pa3pelieHHeTO 3a TBProBUS C BETEpPUHAPEH
JIEKapCTBEH MPOIYKT MOUThp)KA TMOAPOOHA MOKYMEHTAIMs 3a BCHUYKU
[pearoiaracMd HEONArONpUATHH PEaKIWH, HACTHIBAIIM HAa TEPH-
TOpHSATA WIA U3BBbH Teputopusta Ha OONIHOCTTA, 32 KOUTO CHINUST
OuBa yBEIOMSBAH.

OcBeH ako KaTo YCIIOBHE 3a MPEIOCTaBsIHE HAa Pa3pelieHHe 3a ThProBHs
ot OOmHOCTTa He ca OWIM TPeIsIBeHU JPYTU M3MCKBAHMS, BBIIPOCHATA
JIOKyMEHTAIIMS C€ TPEIOCTaBsl Ha ATCHIUATA U JbPKABUTE-UICHKU TIO]T
(dopmaTta Ha TEPUOJMYHO AKTyaIM3WPaH JOKIAJ 3a OE3BpPEIHOCTTA,
BelHAra CJieJl Karo CBHIIUTE 3asBIAT TOBA WM HaW-Malko BEIHBK Ha
BCCKM IIECT Mecelld B IIEPHO/Ia MEKIy IPEJOCTABIHETO Ha paspe-
IICHHETO W IyCKaHeTo Ha ma3apa. [IepHoJUYHO aKTyalH3upaHUTE
JOKJIaa 332 Oe3BPEAHOCTTA CE MPEHOCTABST CHIUIO Taka He3a0aBHO MPH
[OWCKBAaHE WM HaH-Mallk0 BEIHBK Ha BCEKH INECT Mecela Ipe3
OBPBUTE JIBE TOIMHM CIJIe]| IIbPBOHAYAIHOTO ITyCKAaHE Ha Ia3apa Ha
OOmHOCTTa W BEAHBXK B TOAWHATA MpE3 CIICABAIIMTE [BE TOHHH.
Cren ToBa JOKJIAIUTE C€ MPEACTABAT BEAHBK HA BCEKU TPH TOJMHHU
WA BEIHAra Clie]] TOJy4aBaHe Ha HMCKaHE 3a TOBA.

Joknanute ce nmpuapy’kaBaT OT Hay4yHa OLIEHKA, MO-CIIELUAHO TaKaBa
Ha CHOTHOIICHHETO MEXY PUCKA U T0J3aTa OT ChOTBETHUS JICKAPCTBEH
MIPOAYKT.

4.  Komwucusita MOXE Ja YCTaHOBH pa3NopeadH 3a H3MEHCHHE Ha
maparpag 3 ¢ orjeq Ha OnMTa, NMPUAOOUT B Tpolleca Ha HETOBOTO
npuiarane. Komucusita npuema momoOHH pa3nopeadu B CbOTBETCTBHE
¢ mporeaypara, npepuacHa B wieH 87, maparpad 2.

5. THTymApbT Ha pa3pelIeHHueTo 3a THPrOBUs HE MOXE Jia choOIIaBa
uHdopmanusaTa, Kacaema npoOiemMuTe Ha  (apMakoJOrMyHaTa
OIUTETHOCT MO OTHOIICHHE HA HErOB pa3pellieH JEeKapCTBEH MPOIYKT,
Ha LIMpoKaTa OOIIECTBEHOCT, 03 Ja yBEJOMH IIPEABAPUTEIHO WIU
€/IHOBPEMEHHO AreHIHMsATa 3a TOBA.

BbB BCHUKH Cly4ad TUTYJIPBT Ha Pa3pelICHHETO 3a ThPTOBUS
OCUTYpsiBa YCIIOBUSI 32 OOSKTHBHO WM HETOJBEXKIAIIO IPEICTaBsIHE Ha
BBIPOCHATa MH(OpMAIIHS.

JbpKaBuTe-uleHKH TpeanpueMaT HeoOXOAMMHUTE MEpKH, 3a Ja
rapaHTHpaT HaJlaTaHETO Ha e(EeKTUBHH, CHhpPa3MEPHH W BB3MHPALIN
CaHKIIMM Ha BCEKH THUTYJISP Ha pa3pelieHHE 3a ThPrOBUS, KOWTO HE
W3ITBJIHABA TOPETIOCOUEHUTE 3aTbIKEHHS.

Ynen 50

Besika mppikaBa-ulieHKa OCHTYpsiBA BB3MOXKHOCT 3a CIIEIIHO, HE TII0-
KBCHO OT 15 JqHM ciient rmojlyyaBaHe Ha ChOTBETHATa MHPOPMALUS, TOKY-
MEHTHpaHe M YBEIOMSBaHE HA ATEHIHUATa M TUTYJSIpa Ha paspe-
MIEHUETO 3a THPrOBUS C BETCPUHAPHUS JICKAPCTBEH MPOIYKT 3a
BCHUKM MPOSIBWIM C€ Ha HEHiHa TEpUTOpUs U TPEJOCTAaBeHH Ha
HEHHOTO BHUMAHHE IIPEAINOJaraéMd CEpUO3HM  HeOIaronpusTHU
peakiuu M HEOJAaronmpusATHH pPEaKUUW MpU Xopa CHpSIMO JaJieH
JIEKapCTBEH TPOAYKT 3a BETepHHApHA ymoTpeda, paspemieH B ChOT-
BETCTBHE C PA3NOpea0UTe OT HACTOSIIUS PErIaMeHT.

AreHnusTa u3npama HHOOPMAIUATA [0 HAIMOHAJIHUTE CHCTEMH 32
(apMakoJOrHYHa OIUTETHOCT, CH3AANCHH B CHOTBETCTBHE C WieH 73
ot Jupexrusa 2001/82/EO.

Ynen 51

B pamkuTe Ha KOHCYJTAIlMU C ATCHIHUATA, TbPYKABUTE-WICHKH W 3auH-
TepecoBanuTe crpand Komwmcwsita pa3paboTBa PBKOBOACTBO OTHOCHO
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CbOMpaHEeTO, NpOBEpKaTa Ha JOCTOBEPHOCTTa U IPEICTaBSIHETO Ha
CBEJCHHUATA 32 HEOJArONpHATHUTE peakuud. ToBa PBHKOBOACTBO
ChIbpXKA IO-CIELUAIHO IPENOPbKU OTHOCHO HAYMHWUTE 3a OIOBE-
cTsABaHe Ha MHQOpMaNUATa 32 HEONArONPHUATHUTE PEaKLUUH B IMOJI3a HA
paboremuTe B chepaTa Ha 3ApaBEONa3BaHETO.

B choTrBercTBHE € Te3M pPBKOBOACTBA TUTYJISAPUTE HA pa3pelleHus 3a
TBPrOBUS C€ 3aIbIDKaBaT Aa OOpaBAT ¢ BB3NpPHUETaTa B MEXITyHAPOJCH
Mamad MeIUIMHCKAa TePMUHOJIOTHS 33 OMOBECTSIBAHETO HA CBEACHUSTA
3a HEOJAroNpHUsATHATE PEaKIHH.

B pamkure Ha KOHCyJTalMd C JAbpikaBuTe-wieHkn u Kowmwmcusra
ATeHIMATa Ch3aBa Mpeka 3a 00paboTKa Ha JaHHHTE C OIJIeA Ha
OBp30TO TIpeaBaHe HAa MH(POPMAIHMATA HA KOMIICTCHTHHTE OPraHH Ha
OOmHOCTTa B CiyYail Ha KPH3HMCHA CUTyalus MO TMPHYMHA HA HeKade-
CTBCHO IPOU3BOJICTBO, CEPUO3HHM HEOJIArONMPUSITHH PEaKUUH U JPYTH
CBBpP3aHU C (papMaKOJIOTHYHATA OJUTEIHOCT NAHHHM, KACACIIH BETEPH-
HApHUTE JICKAPCTBEHU TPOJYKTH, Pa3pellieHd B ChOTBETCTBUE C WICH 5
ot Jupekrusa 2001/82/EO.

B cpok 1o mer roxuHH cieq MbpPBOHAYAIHOTO ITyCKaHE Ha Ta3apa Ha
OO0HOCTTa ATEHIMSITA MOXKE JIa TIOUCKA OT TUTYJISpa Ha Pa3pelieHUeTo
3a TBProBusi Ja cbOepe CBbp3aHUu C (HapMaKOIOTHIHATA OIUTEITHOCT
crenM(UYHU JaHHU B paMKHTE Ha HAOJIIOJICHUS HAa UEJNEBH TPYIH OT
JKHBOTHHU. ATEHIMATA [MOCOYBA NMPHYMHUTE 32 UCKaHEeTo. THTYIApHT Ha
pa3pelIeHneTo 3a ThProBUsl CPaBHsIBA U OLICHSBA CHOpPAHUTE JaHHU U TH
npefocTaBs HAa ATEHLUSTA 32 U3BBPIIBAHE Ha OICHKA.

Ynen 52

AreHIusATa OCBILECTBABA CBHTPYIHHUYECTBO C MEXIYHAPOIHU Opra-
HU3allMM, WMl OTHOIICHHE KbM (apMaKoJOruyHara OIUTEITHOCT
BBB BETEPUHAPHUS CEKTOP.

Ynen 53

ATeHIMATa W KOMIIETEHTHUTE OpPraHW Ha JIbP)KABUTC-WICHKA CH
CHTPYAHMYAT, BKJIIOUMTEIHO Ype3 NpHUIaraHe Ha CHBMECTHH IOIXOJIH,
C OrJieJl Ha HEMPEKbCHATOTO pa3pabdOoTBaHE HA CHUCTEMH 3a (hapMako-
JIOTMYHA OJMTEIHOCT, KOMTO MOIaT Ja IMOCTUTHAT BHCOKU CTaHIapTH
Ha OOIIECTBEHO 3/IPAaBEOIa3BaHe [0 OTHOILEHHE HA BCUUYKH JIEKAPCTBEHH
NPOAYKTH, HE3aBUCHMO OT HAUYMHUTE 33 paspellaBaHe Ha IPOIYKTHTE,
[P MakCHMAaJHO OIIOJ30TBOPSBAHE Ha pa3lojlaraeéMHUTE PECYPCH B
OO6ImHoCTTA.

Ynen 54

Besiko m3MeHeHHe, KOeTO MOXe Jla ¢ OKake HEOOXOIMMO 3a aKTyalld-
3UpaHe Ha pas3nopenduTe OT HACTOSIIHS ST B CBETIIMHATA HA ITOCTH-
JKEHHsATa Ha HAYYHO-TEXHUUYECKHUS MPOTpec, ce MpruemMa B ChOTBETCTBHE
C mpoleaypara, rmocoucHa B wieH 87, maparpad 2.
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JUUT IV

EBPOIENCKA ATEHIUS MO JEKAPCTBATA —
OTrOBOPHOCTHU U AIMUHUCTPATUBHA CTPYKTYPA

I'masa 1

3agaun HA AreHUHUsITA

Ynen 55

Cp3naBa ce EBpomeiicka areHius mo JekapcTBaTa.

ATeHIUATa OTroBaps 3a KOOPAMHHPAHETO HA HAIMYHUTE HAyYHU
pecypcu, MpeAOoCTaBEeHU Ha HEHHO pas3loIoXKEHHE OT JbpiKaBUTe-
YIEHKH 3a LeNUTe Ha OIeHKara, KOHTpona U (apMaKkoJIOTHIHATA
OIUTEITHOCT HA JIEKAPCTBEHHUTE TPOTYKTH.

Ynen 56

1.  Arennmsra BKJIIOYBA:

a) Komurera mo nexapcTBeHHMTE IIPOAYKTH 3a XyMaHHa YImoTpeOa,
KOMTO OTroBaps 3a MOATOTBSIHETO HAa CTAHOBUILE Ha ATEHLUSATA IO
BCEKH BBIIPOC, CBBP3aH C OLEHKATa Ha JIEKApCTBEHMs MIPOMYKT, Ipel-
Ha3Ha4yeH 3a XyMaHHa yIoTpeoa;

6) Komurera mo JeKkapcTBEHHTE HMPOAYKTH 3a BETCpPHHApHA ymoTtpeOa,
KOWTO OTroBapsi 3a M3rOTBSHETO Ha CTAHOBHWINEC Ha ATCHIMATA 110
BCEKH BBIIPOC, CBBP3aH C OIEHKATA Ha JICKAPCTBEHHUS MPOIYKT 3a
BETepUHAPHA yroTpeoda;

B) Komurera mo jekapcTBaTa CHUpAId;
r) Komurera mo OHIKOBUTE JEKApPCTBEHH MPOIAYKTH;
1) IepuaTpuuHusi KOMHTET;

e) Cekperapuar, ocurypsiBall TeXHUYECKa, HAyYHa U aJIMUHHCTPATHBHA
[IOMOII] 32 KOMUTETUTE M KOOPIMHAILUATA MEXKIY TSIX;

K) 3bITHUTENEH TUPEKTOp, KOHWTO H3IBJIHSABA OTTOBOPHOCTHTE, yCTa-
HOBEHHU B wieH 64;

3) YnpaBuUTENEH ChBET, KOWTO M3IBJIHABA OTTOBOPHOCTUTE, YCTAaHOBEHH
B ujieHOBe 65, 66 u 67.

2. Bceku ot nocoueHure B naparpag 1, OyKBU OT a) JI0 T') KOMUTETH
MOXe Ja copMupa MOCTOSHHU M BPEMCHHH paboTHu rpymu. [Ipensu-
nerute B naparpad 1, OykBu a) u 0) KOMHTETH MOrar jaa copmupar
HAYYHO-KOHCYJITATHBHU TPYIH BBB BPB3Ka C OIICHKATA HA KOHKPETHH
THIIOBE JICKAPCTBEHU HPOMYKTH WM JICUYCHHUS, HA KOUTO CHOTBETHHUST
KOMHUTET MOXKE Jia JeJiernpa HAKou (YHKIUH, CBBP3aHU C M3TOTBSIHETO
Ha Hay4yHWUTE CTAHOBMIIA, IOCOYEHH B ujeHoBe 5 u 30.

Korato cdopmupar pabOoTHH W HAYIHO-KOHCYJITATHBHU TPYITH, B TIPOIIE-
JIypHUTE CH TPABUJIHUIM, MOcOoueHH B wieH 61, maparpad 8, xomu-
TETUTE PErIAMCHTUPAT pefa 3a:

a) Ha3HayaBaHe Ha YICHOBE Ha BBIIPOCHUTE PaOOTHH M HAYYHO-KOHCYII-
TaTUBHU TPYIH B3 OCHOBA HA CMHUCHIMTE HA €KCIIEPTUTE, MOCOUYCHU
B wieH 62, maparpad 2, BTOpa ajuHes; U

0) KOHCyNnTHpaHe Ha pabOTHUTE M HAYyYHO-KOHCYJTATUBHHUTE I'PYIIH.
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3. B TacHO cerpynHuuectBo ¢ KomuTera 1o JI€KapCTBEHHTE
MPOAYKTH 3a XyMaHHa ynoTrpeba u Kowmmurera 1o JeKapcTBEHUTE
MPOAYKTH 3a BETEpUHApPHA YyNOTpeda, H3MBJIHUTEIHUAT JAUPEKTOP
yupeasBa aAMHHUCTPATUBHUTE CTPYKTYPU U MPOLETYPH 38 OCUTYpPsIBaHE
Ha KOHCYJITallMM 3a IMpeJIpusATHATa B CHOTBETCTBHE C UJEeH 57,
naparpad 1, OykBa H), MO-CICIUATHO IO OTHOIIEHHE Ha pa3pabo-
TBaHETO HA HOBH TEpAIHH.

Beekn komuteT chopmupa mocTossHHA paboTHA Tpyma ¢ eAWHCTBEHATA
3ajaya Jja OKa3Ba HAYyYHO CBHACHCTBHE Ha INPEIIPUATHATA.

4. KoMuTeThT Mo JeKapcTBEHHTE MPOAYKTH 3a XyMaHHA yHoTpeba u
KoMHuTeTPT 1Mo IeKapcTBEHMTE IPOIYKTH 3a BETEpHHApHA YIOTpeda
MOraT, ako CYeTaT TOBa 3a LeJIechboOpa3HO, Na MOTBPCAT ChICHCTBHE
110 3HAYMMHTE BBIIPOCH OT OOIIO HAYYHO M €THYHO ECTECTBO.

Ynen 57

1. AreHmusAra mpefocTaBs Ha IBPKABUTC-YICHKH H HHCTUTYILHHTE
Ha OONIHOCTTa BB3MOXKHO HAH-Ka4eCTBCHO HAYYHO CBHACHCTBHE IO
BCUYKU BBIIPOCH, OTHACAIIN CE JO OIEHKAaTa Ha KadecTBOTO, Oe3Bpen-
HOCTTa M e()HKAaCHOCTTAa Ha JEKapCTBEHHUTE IPOIYKTH 32 XyMaHHA WITH
BeTEpHHApHA YMOTpeba, B CHOTBETCTBUE C Pa3NoOpeAdUTe OT 3aKOHOAA-
TencTBOTO Ha OOMIHOCTTa OTHOCHO JIEKapCTBEHHTE MPOIYKTH.

3a Ta3u nen AreHuusATa, JACHCTBalKM B PAMKHUTE Ha CBOMTE KOMHUTETH,
M3NBJIHABA CICAHUTE 3aJaui:

a) KOOp/JMHUpAHE HAa HAYYHOTO OILICHSBAaHE HAa KauyecTBOTO, Oe3Bpe.-
HOCTTa U e(pUKAaCHOCTTa Ha JIGKAPCTBEHHUTE MPOJYKTH OT obcera Ha
HPOIEYPHUTE 3a pa3pellaBaHe Ha THProBusTa Ha OONIHOCTTA;

0

~

MpEeIOCTaBsIHE TIPH TOMCKBAHE W OMOBECTABaHE Mpei OOIIecTBe-
HOCTTa Ha JIOKJIAJHUTE OT OILICHKUTE, 00O0OIIEHHATAa Ha XapaKTepH-
CTHKUTE Ha MPOJYKTUTE, CTUKETUTE W JICTOBKUTE WM BIOXKKUTE C
YI'bTBaHUS B OIMAKOBKUTE 32 BBIIPOCHHUTE JICKAPCTBCHHU IIPOIYKTH;

B) KOOpPJIMHHpAHE Ha KOHTPOJa, TMpHU OOWYaiHUTE YCIIOBHS Ha
ynoTrpeba, BBPXY JIEKapCTBEHHTE NPOIYKTH, 33 KOHTO HMa
M3aJIeHH pa3pelieHnst Ha TepuTtopusata Ha OOIIHOCTTA, W ABAHETO
Ha KOHCYJITAIlM M0 MEPKHTE, HEOOXOMMH 3a OCHTYpsiIBaHE Ha 0e30-
macHata ¥ e(eKTHBHA ymoTpeba Ha Te3W TMPOAYKTH, MO-CIEI[HATHO
4pe3 OLCHIBAaHe, KOOPAWHUAPAHE HA M3ITBIHCHUETO HA 33/IbJDKCHHSATA
no (apMakoJOrHYHaTa OJHUTETHOCT ¥ KOHTPOI BBPXY TOBa
U3IIBJIHCHNE;

T') OCHUTYpsIBAHE Ha PaslpPOCTPAHEHUETO Ha MH(pOpMalMsATa 3a HeOyaro-
NPUSATHUTE pPEaKkIuH ChpsMo paspenieHute B OOMIHOCTTa JieKap-
CTBGHH TMPOAYKTH C T[OMOINTa Ha 0a3a [aHHH, [0 KOSTO
JbP)KABUTC-UWICHKA HMAT MOCTOSHEH JOCTBI; CIY)XUTCIUTE OT
CHCTEMaTa Ha 3/paBeOlla3BaHETO, THUTYJIPUTE Ha paspelieHHs 3a
TBProBus M OOINECTBEHOCTTA pa3lojiaraT C IMOIXOJSIIM HHBA Ha
JOCTBIT JI0 Te3W 0a3W JAaHHW IPU TapaHTHpaHa 3alluTa Ha JIMYHATA
uHpOpMaLIHS;

JI) TIOJTIOMAaraHe Ha Jbp)KaBUTE-WICHKHA C 1el Obp30 ChOOIaBaHE Ha
nHdopmanuaTa 3a (hapMakoIOrHyHaTa OJMTEITHOCT Ha paboTenuTe
B cepaTa Ha 3IpaBEONA3BAHETO;

€) paslpoCTpaHeHUEe Ha TMOAXOJsdma WHPopMaius 3a (hapMakoo-
THYHATa OJUTETHOCT Cpell MIMpoKata OOMIECTBEHOCT;

’K) OKa3BaHe Ha MH(POPMAIMOHHO CHJCHCTBUE OTHOCHO MaKCHMAaJHUTE
JIOIYCTHMH CTOHHOCTH Ha OCTAaTBYHUTE BEILECTBA OT BETCPUHAPHHUTE
JICKAPCTBCHH IPOJYKTH, KOUTO MOTaT Ja ObJaT MPUETH Ype3 XpaHH-
TETHUTE MPOAYKTH OT J>KHBOTHHCKH MPOM3XOJ B CHOTBETCTBHE C
Pernament (EMO) Ne 2377/90;
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3)
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~
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p)

OCHUTYpsIBAHE HA HAyYHW KOHCYJITAMK OTHOCHO TPHJIAraHeTO Ha
AQHTHOMOTHI BBPXY JKMBOTHHTE 3a IPOM3BOJCTBO HA XpaHH C
OMJIell Ha CBEXKIAHETO JI0 MHUHMMYM Ha H3rPaXKJaHEeTO Ha OakTte-
pHaliHa PE3UCTEHTHOCT Ha TepuTopusiTa Ha OOIIHOCTTA; PH HEOOXO0-
JIIMOCT TE3W CBEIICHUS CE& aKTYaJU3Hpar;

KOOpJIMHUPAHE Ha MPOBEPKaTa Ha CHOTBETCTBHETO C MPUHIIUIIUTE HA
no0paTta MPOU3BOJICTBEHA MPAKTHKA, T0OpaTa 1aboparopHa MpaKkTHKa
n no0para KIMHHYHA TPAKTHKAa W TMPOBEpKaTa 3a CIA3BaHETO Ha
3aJIbJDKEHUSATA 110 (hapMaKoJIoTHYHaTa OJUTEITHOCT;

OCHUTYpsIBAHE TIpY TOMCKBAaHE Ha HAYYHO-TEXHHYECKO CHJIICHCTBHE C
oryienl Ha MOJOOpsiBaHE Ha CHTPYIAHUUECTBOTO Mexay OOmIHOCTTA,
JIbP)KABUTE-WICHKH, MEXKIYHapOJIHHUTE OpraHu3aldd ¥ TPETH
CTPaHU TPH Pa3pelIaBaHETO Ha MPOOJIEMHUTE OT HAyYHO-TEXHHYECKO
€CTEeCTBO BBB BpPB3Ka C OLIEHSIBAHETO HAa JIEKAPCTBEHHUTE IMPOIYKTH,
[O-CIIENIMATHO B KOHTEKCTa Ha OOCHXKIAaHUsATA, OPraHU3UpaHu B
paMKuTe Ha MEXIyHApOJHUTE KOH(EPEeHINH MO XapMOHHW3AIUATA;

BOJICHE Ha OTYET OTHOCHO CTaTyTa Ha pa3pelieHusITa 32 THPrOBUS C
JIEKapCTBEHU MPOMYKTH, TPEIOCTABEHH B CHOTBETCTBHE C TPOIIE-
nypute Ha OOLIHOCTTA;

Ch3laBaHe Ha 0a3a JaHHHU 3a JICKAPCTBEHUTE IPOAYKTH, 10 KOSATO 1
MMa JIOCTBIT OOIICCTBEHOCTTa, M OCHTYpsIBAHE Ha HEHHOTO OCHBpE-
MEHSIBAHE W YIPABICHHE HE3aBUCUMO OT (hapMaleBTHYHUTE
Jpy’kecTBa; Oasara JaHHM IMOJIIOMara ThPCEHETO Ha HH(pOpMAIHS,
KOSATO BEYC € paspellcHa 3a BKIOYBAHE B JIUCTOBKH C YIBTBAHHS
B OTAKOBKHTE; ChIATa BKIIIOYBA pa3liell 3a JICKApCTBEHUTE TMPOIAYKTH,
paspelieHH 3a MpUiaraHe BBPXY Jena; HHpOpMaImsiTa, Mpeaoc-
TaBsiHA Ha OOLIECTBEHOCTTA, ce (OPMYJIHpa MO TOAXOMISII M JECHO
pa3dupaeM HaduH;

noamnoMarane Ha OOLIHOCTTa W IbPIKABUTE-YICHKH BHB BPB3Ka C
OCHUT'YpsIBAHETO Ha MH(OpMAaIMs 3a padoTenmre B chepara Ha 37pa-
BEOITa3BaHETO M IIMPOKaTa OOIIECTBEHOCT OTHOCHO OICHCHUTE OT
ATeHIHsATa JEKapCTBEHH MPOIYKTH;

NpPEeIOCTaBsHE HA KOHCYJTalMM HAa MPEANPHUATHATa OTHOCHO
pa3MMYHUTE TECTOBE M HW3IMMTBAHUS, HEOOXOJMMH 3a JIOKa3BaHEe Ha
Ka4ecTBOTO, OE3BpEIHOCTTa W e(UKACHOCTTA Ha JICKAPCTBCHHUTE
MIPOJTYKTH;

MpOBEpKa 3a CHAa3BaHETO HA yCJIOBHUATA, PETTIAMEHTHUPAHH B 3aKOHO-
narencTBoro Ha OOLIHOCTTa OTHOCHO JIEKAPCTBEHUTE IPOIAYKTH U
pa3pelIeHUsTa 32 THPrOBHUs B CIIy4auTe Ha MapajeliHa JUCTPHOYLHs
Ha JICKapCTBEHH IPOAYKTH, PA3PEIICHH B CHOTBETCTBUE C HACTOSIIHS
periaMeHT;

M3rOTBSHE 1O HWckaHe Ha OOIIHOCTTa HAa BCSIKAKBH JIPYTH
CTaHOBHI[A, CBBP3aHH C OILIEHKaTa Ha JICKAPCTBEHUTE MPOIYKTH
WM W3XOJIHUTE MaTepuald, HM3MOJI3BaHU IIPU TMPOHU3BOJICTBOTO Ha
JICKApCTBEHUTE TPOJYKTH;

B KOHTEKCTa Ha OIA3BaHETO Ha OOIIECTBEHOTO 3/IpaBe ChOMpaHe Ha
MHpOpMAIIMS OT HAYYHO €CTECTBO OTHOCHO TMAaTOTEHHHUTE AarcHTH,
KOMTO MoraT Ja ObJaT H3IOJ3BaHU 32 BOJICHE Ha OHOJOTHYHA
BOIfHA, BKIIIOYMTEIIHO OTHOCHO CBIIECTBYBAHETO HAa BAKCHHU H
JIPyTH JIEKapCTBEHU MPOAYKTH, 4Ype3 KOUTO MoraT Ja ce MpenoT-
BpaTAT WM JIEKyBaT [OPaKEHHsTA, NPUYUHEHW OT BBIPOCHUTE
areHTy;

KOOp/IMHUPAHEe Ha KOHTPOJA HA KaueCTBOTO Ha IyCKAHUTE Ha Ia3apa
JIEKAPCTBEHU TIPOJYKTH 4Ype3 W3HCKBaHE MPOBEKAAHETO, OT
ounmagHu 1abOPaTOPHU 3a KOHTPOJI HA JICKAPCTBEHUTE CPEICTBA
Wi 1abopaTopud,  ONPENEICHH OT  TbP)KABUTC-WICHKA 32
BBIIPOCHATA IIeJI, HA M3MUTBAaHMS 32 MPOBEPKa HA ChHOTBETCTBUETO C
oUIUATHUTE CIICHU(HUKALINY;



2004R0726 — BG — 26.01.2007 — 001.001 — 41

T) ©KEerofHO u3MpallaHe a0 OIOPKeTHHs OpraH Ha  LislaTa
nH(OpMaLKs, UMaIla OTHOIIEHUE KbM PE3yITaTHTE OT MPOLEIyPHUTE
[0 OIICHKATa,;

y) B3eMaHe Ha pEIICHHUs, KAKTO € MOCOYCHO B wieH 7, maparpad 1 ot
Pernament (EO) Ne 1901/2006 na EBpomefickusi mapiaMeHT W Ha
CoBera ot 12 nmexemBpu 2006 T. OTHOCHO JIGKAPCTBEHH MPOIYKTH
3a neguarpuyHa yrnorpeba (1).

2. baszata manHm, mpenBuieHa B maparpad 1, Oyksa JI), BKIFOYBa
0000mIeHNsATa Ha XapaKTEPUCTUKUTE Ha MPOIYKTHUTE, NMPEAHA3HAUCHUTE
32 MAIMeHTUTE WM MOTPEOUTENUTe JIMCTOBKM C YIBTBAaHUS B
OIAaKOBKUTE W (UrypHUpaliaTa BbpXy eTHKeTuTe nHpopmanus. Paspabdo-
TBaHETO Ha Oazara JaHHM ce W3BBPIIBA HA €Tald, Karo ce [aBa
NPHOPUTET Ha JICKAPCTBCHUTE MPOMYKTH, Pa3peIleHH  CBITIACHO
HACTOSIIIIUSI PETJIaMEHT, W TMPOIYKTHUTe, paspemienu cbriaacuo msut 11,
rmaBa 4 or JupextuBa 2001/83/EO u cwoTBeTHO OT JlMpekTHBa
2001/82/EO. ba3zara maHHM TOJICKH HAa TOCIEIBAIIO pa3lIMpsIBaHE C
[eNl BKIIOYBAHE HAa BCUYKM IyCHATH Ha I1a3apa Ha TEpUTOpHsTa Ha
OOImHOCTTa JIEKapCTBEHU MPOIYKTH.

B ciyuanTe, B KOMTO TOBa € MOIXOMAIIO, 0Oa3ara MaHHU BKIIIOYBA U
Mpenparkd KbM JaHHH OT TMPOBEKIAHH KbM TEKYIIUS MOMEHT WIIH
Beue MPUKIIOYUIIN KIMHAYHA HW3MUTBAHUS, ChABPKAIIM ce B 0Oasure
JIAHHW 32 CHOTBETHHUTE KIMHUYHU W3IHUTBAHUS, MPEIBHICHU B wieH 11
ot JupekrtuBa 2001/20/EO. B paMkuTe Ha KOHCYJITAIMH C IbPKABUTE-
unenkn Komucusta myOnmKyBa pbKOBOJCTBA OTHOCHO THUITOBETE TaHHH,
KOWTO TIO/JICKAT Ha BKIIOYBAHE M 3a KOHUTO MOXe aa Obae pasperieH
myOJIMYeH JTOCTBIIL.

Ynen 58

1. B xoHTekcTa Ha CBHTPYAHHYECTBOTO chc CBeTOBHATa 3IpaBHA
opraHuzanys AreHIHsATa MOXE Ja W3rOTBS HAy4YHH CTaHOBHIIA
OTHOCHO OIIGHKaTa Ha HSKOH JIEKapCTBEHH NPOIYKTH 3a XyMaHHA
ynotpeba, TpeHa3HAUCHH HW3KIFOYUTEIHO 3a Ta3apuTe HW3BBbH TEpH-
Topusata Ha OOmHOCTTa. 3a Tasuw mex J0 ATEHIHATa ce I0JaBa
3asBlICHHE B CBOTBETCTBHE C pasnopendoute Ha uineH 6. Cruen
KoHcynTalu cbe CBeTOBHATa 3/paBHa opraHuzanus KOMHUTETHT IO
JIEKapCTBEHUTE TPOJYKTH 3a XyMaHHa yrmoTpeba MoXe Ja H3rOTBU
HAy4yHO CTAHOBHUIIE B CHOTBETCTBHE C wWieHOBe oT 6 1o 9. B To3m
cilyyail He ce mpwiarat pasnopendurte Ha 4ieH 10.

2. TlocouenusT KOMHUTET U3pabOTBa CHELMAIHY NPOLETYPHHU IpaBuUia
3a IpujaraHe Ha wieH 1, KakTo M 3a MpPeJOCTaBsSHE Ha Hay4dHH
KOHCYJITalluy.

Ynen 59

1. ArcHuusATa B3eMa MEpPKH 3a TapaHTHpPaHE HAa PAHHO HICHTU(H-
[paHe Ha TMOTCHIMATHUTE W3TOYHUIIM Ha MPOTHBOPEUUEC MEKIY
HeWHUTE HAy4YHM CTAaHOBHIIA M CTaHOBMIIATa Ha JPYTH OpraHH,
CB3JaJICHN ChINIAaCHO TpaBoTOo Ha OOIMHOCTTA W  HM3IIBIHSBAIIA
no/I00Ha (PYHKIUS MO OTHOIICHWE Ha TpoOsieMuTe OT 00l MHTEpeC.

2. B cioyyaurte, B KOMUTO ATEHIMITA HICHTH(PHUIMPA TMOTCHIIUAJICH
M3TOYHHMK HA MPOTHBOPEYME HA CTAHOBMILATA, TSI CE CBHP3BA ChC 3aWH-
TEPECOBaHUs OPTaH C OIJIE/l Ha OCUTYPSIBAHETO Ha YCJIOBHUS 32 OOMEH Ha
CHOTBETHATa Hay4YHa WH(OpMANUS W YCTAHOBSIBAHE HA BBIPOCHTE OT
HAY4YHO €CTECTBO, MO KOHMTO MOJKE @ HACTBIM IOTEHIMAIHO IPOTH-
BOpEYHe.

(') OB L 378, 27.12.2006 r., ctp. 1.
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3. B cayuaure, B KOUTO € Haiauue (HyHAAMEHTAIHO IPOTUBOpPEUNE 110
BBIIPOCH OT HAyYHO €CTECTBO M B KAUeCTBOTO HA 3aMHTEPECOBAH OpraH
ce sBsIBA arcHIWS WIN Hay4eH koMurteT Ha OONHOCTTA, areHIUATa W
CHOTBETHHUSIT OpraH paboTAT 3aeJHO 3a pas3pelIaBaHeTO Ha MPOTHUBO-
peureTo MM INPEICTaBsSHETO Ha CbBMECTEH JOKYMEHT IIpes
Komucusra, u3scHsBaIl NpeIu3BUKAINTE NPOTHBOPEUHE BBIPOCH OT
HAy4YHO ecTecTBO. T03M JOKYMEHT ce IyONnuKyBa He3a0aBHO Ciiel
HErOBOTO NPHUEMAHE.

4.  OceH ako B Hacrosimsi pernameHnt, B JupektuBa 2001/83/EO
mwm upektua 2001/82/EO He e mpenBuaeHO APYro, B CIydauTe, B
KOWUTO € Hanuie (yHIaMEeHTAIHO MPOTHBOPEYHE M0 BBIIPOCH OT HAYYHO
€CTECTBO M B Ka4eCTBOTO Ha 3aMHTEPECOBaH OpraH ce sBsiBa OpraH Ha
HSKOSL OT  JIbPXKABUTE-WICHKH, areHIuATa W  3aMHTEPECOBAHMAT
HAIMOHAJIEH OpraH padoTAT 3aeJHO 3a pa3pellaBaHeTO Ha MPOTHBO-
peuneTo WM TOATOTBSIHETO Ha CHBMECTEH JIOKYMEHT, W3SCHSBAIIl
MpEeAN3BUKAINTE NPOTUBOPEUHE BBIPOCH OT HAYYHO €CTecTBO. To3u
JOKyMEHT ce MyOJHMKyBa He3a0aBHO CIie]] HETOBOTO IpHUEMaHe.

Ynen 60

Ilo uckane na Komwucusra AreHuusta cbOupa IO OTHOLIEHHE Ha
paspeleHus JeKapcTBEH MPOIYKT IAIaTa HAIMYHA HWH(pOpMaus 3a
METOJUTE, KOUTO KOMIIETEHTHUTE OpraHd Ha JAbpPXKABUTE-WICHKU
npugaraT 3a LEIUTe Ha OMNpeensHeTo Ha JoOaBeHaTa TepaleBTUYHA
CTOMHOCT, OCUI'ypeHa OT HOBUTE JICKAPCTBEHU IPOIYKTH.

Ynen 61

1. Cnen KOHCYJTAIMU C YIPABUTEIHUS ChBET BCAKA TbpKaBa-wICHKA
ompenesst 32 CPOK OT TPU TOJWHH, KOWTO MOXE Ja ObJe MPOIBIDKCH
JONBJIHUTENHO, €IMH YICH U eIWH 3aMecTHUK 3a Komwurera mo nekap-
CTBCHHTC MPOAYKTH 3a XyMaHHa ymorpeda W eIUH WICH U CeIUH
3amecTHUK 32 KomuTera mo JieKapcTBEHUTE MPOIYKTH 32 BETepHHApHA
ynotpeoa.

3aMECTHUIMTE MPEJCTABISABAT U TJIaCyBaT OT MUMETO Ha YICHOBETE MpHU
OTCHLCTBHE Ha IOCIEIHATE M MOTAT Jia JIeWCTBAT KaTo JOKJIQJIYMIU B
CHOTBETCTBHE C YJIeH 62.

UneHoBeTe W TEXHHTE 3aMECTHHIM Ce€ H30MpaT B 3aBUCHMOCT OT
TAXHATa POJIi W ONMMT IPU OIECHSBAHETO Ha JIGKAPCTBEHHUTE MPOIYKTH
3a XyMaHHa U BeTEpUHApHA ymoTpeda M MpeACTaBIsIBaT KOMIICTEHTHHUTE
HaI[IOHAJIHK OpTaHHu.

2. Komurerute Morar jaa u30uUpar Hali-MHOTO NET JOIBIHUTEIHH
4jieHOBe, M30paHM Ha Oa3aTa Ha TAXHATA KOHKPETHA Hay4HA KOMIIC-
TEHTHOCT. BBIpOoCHHTE 4YIIEHOBE ce Ha3Ha4yaBaT 3a CPOK OT TpH
TOJIMHU, KOMUTO MOXe Ja ObJie MPOJBIKCH, U HE MOTaT jJa ObJar 3ame-
CTBaHH.

3a nenure Ha M300pa Ha MOCOYCHHUTE WICHOBE KOMHTETUTE OIPEACIAT
crienu(UYHATA JIONBJIHUTEIHA HAyYyHA KOMIICTEHIMsSI Ha JIOIIbJIHHUTEN-
HUs/UTe dieH/oBe. [30paHuTe dieHOBE ce  M30HpaT  M3MEXKIY
eKCIePTH, HOMUHUPAHU OT JIbP)KaBUTE-WICHKH WM OT ATCHIMSTA.

3. YneHoBere HA BCEKM KOMHUTET MOraT Ja ObJar IOJIIOMAraHd OT
CHELUAINCTH, paboTel B KOHKPETHH 0O0JacTH Ha HayKaTa WA
TeXHUKAaTa.

4.  V30bIHUTENHUAT JUPEKTOp Ha ATreHIMsTa WIA HEroB Ipel-
CTaBUTENl W TIpejAcTaBuTeNIM Ha KoMucHsTa ca YIBIHOMOIICHH J1a
MPUCHCTBAT HA BCHUYKA CHOpPAHUS HA KOMHTETUTE, paOOTHUTEC W
HAYYHO-KOHCYJITATUBHUTE TPYNH W BCHYKU JPYTHM ChOpaHUs, CBHKAHU
OT AreHUMAITa WM HEWHUTE KOMMTETH.
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5. Hapen cbc 3amauata cu 3a npemocraBsHe Ha OOIIHOCTTa U Ha
IbP)KaBUTE-WICHKH HA OOCEKTHBHM HAayYHH CTAaHOBHUILNA IO TpeacTa-
BEHUTE Ha TAXHOTO BHUMAHHE BBIIPOCH, UWICHOBETE HA BCEKU KOMHUTET
OCUTYpsIBAT yCJOBHA 3a A00pa KOOpAMHALUS MEXAYy (GYHKIHMUTE HA
AreHuusATa W JIEHHOCTTa HA KOMIIETEHTHUTE HAI[MOHAJIHU OpTaHH,
BKJTIOYMTENTHO KOHCYJITaTMBHUTE OpTaHW, HMAalld OTHOIICHHE KbM
paspemeHusTa 3a ThProBHsL.

6. UieHoBeTe HAa KOMHUTETUTC M EKCIIEPTUTE, OTrOBapsIly 3a
OIIEHKaTa Ha JIEKAPCTBEHUTE NPOJYKTH, IOJI3BAT HAYyYHUTE OLEHKH U
pecypcuTe, C KOHUTO pas3lnojiarar IIpeJoCTaBsAIIuTe paspelieHus 3a
TBPrOBUSl HALMOHAJIHU OpraHu. Bceku KOMIETEHTEH HalMOHaJeH
OpraH KOHTpPOJIUpAa HAyYHOTO PAaBHHMIIE M HE3aBUCHMOCTTa Ha H3BBP-
IIGHUTE OIICHKM W TMoJromara ACHHOCTHTE Ha Ha3HAYCHUTE YIICHOBE
Ha KOMHUTETH M ekcnepTure. JIbpiKaBUTE-uI€HKH C€ BB3IbpKaT OT
MPEIOCTaBsIHE Ha YWICHOBETE HAa KOMHUTETUTE M EKCIEepPTHTE Ha KaKBHUTO
U Ja OWIO yKa3aHMs, HECBBMECTHMH C TEXHUTE COOCTBEHH WHIUBH-
JyaJqHU 3aJaudl WIA ChC 33Ja4lTe W OTTOBOPHOCTUTE HA ATEHIUSATA.

7. HpI/I HU3TrOTBAHETO Ha CTAaHOBHIIECTO BCEKHM KOMUTET I10J1ara
MAaKCUMaJIHA YCHJIMA 3a IIOCTUI'aHC Ha CIMHOAYINHC II0 BBIIPOCUTE OT
HAy4YHO €CTCCTBO. AKO HE MOXe Ja 6”[))13 IIOCTUI'HATO TaKoOBa
CAUHOAYIINE, CTAHOBHUIICTO CE€ CHCTOMU OT IMO3UIHATA HAa MHO3UMHCTBO
OT HYICHOBETC U pasjindaBalllUTe CC€ IO3UMIHNU W OCHOBAHHATA, Ha
KOUTO IIOYMBAT CBHUIUTE.

8. Bceku xomuTeT n3paboTBa CBOM MPOIEAYPEH MPABUIHHUK.
ITo-KOHKpPETHO TO3M NPABWJIHUK PErJIaMEHTHpA!
a) MpolLeypuTe 32 Ha3HA4YaBaHE U 3aMsHA Ha MpelcenaTess;

0) mpoueaypH, Kacaeuy pabOTHUTE M HAYYHO-KOHCYJITATUBHUTE TPYIIN;
u

B) Ipoleypa 3a CIICIIHO IPHEMaHe Ha CTAHOBHINA, MO-CICIHAIHO 110
OTHOIIICHHE HA PA3MOpe0nTe Ha HACTOSIIMS PErJaMEHT, Kacaelu
Ma3apHOTO HAOIIOJICHHEe ¥ (hapMaKoJIOrHvHATa OJUTEITHOCT.

HpaBI/IJ'IHI/IK”bT Bjinda B CHJIa CJI€[ II0JydaBaH€ Ha IIO0JIOKUTCIHO
CTaHOBHLIC OT Komucusra n YIIpaBUTCIIHUA CHBCT.

Ynen 62

1. B cmnywyaure, B KOUTO B CBOTBETCTBHE C paslopendoure Ha
HacTOSIMs pernameHT oT KomuTera 1o JieKapCTBEHUTE MPOAYKTH 3a
xyMaHHa ynorpeba, Komurera 1o pacTHTENHUTE JIEKAPCTBEHH
npoaykty uian KoMmuTera no jgekapcTBEHUTE NMPOAYKTH 3a BETEpUHApHA
yrmorpeba ObJie IMOWCKAaHO W3BBPIIBAHETO HA OICHKAa Ha JaJieH
JICKapCTBEH MPOJYKT, ChOTBETHUAT KOMUTET ONPEACIsl €AWH OT CBOUTE
YJIEHOBE B Ka4€CTBOTO MY Ha JIOKJIQJUYMK 32 LIEJIUTe Ha KOOPIUHUPAHETO
Ha BBIpOCHAaTa oOueHKa. ChOTBETHHAT KOMHTET MOXKE Ja OIpeeNu
BTOPH CBOW WIEH 3a ChAOKIAIUUK.

Ipu npoBexknaHe Ha KOHCYJTAMH C HAYYHO-KOHCYJITATHBHHUTE TPYIIH,
Tpe/IBUJICHN B WieH 56, maparpad 2, KOMUTETHT MPEAOCTaBs Ha CHIUTE
MIPOCKTONOKIAA/UTE 3a OLCHKATA, HM3TOTBEH/H OT MOKIAIYMKA WITH
cppokinamyrka. CTaHOBHINETO, IIPUETO OT HAayYHO-CHBEIIATCIIHATA
rpyma, ce MpemoCTaBs Ha MOpecenarelss Ha ChOTBETHHS KOMHTET II0
HAYUH, KOUTO rapaHTHpa CIIa3BaHETO Ha CPOKOBETE, MMOCOYCHU B WICH
6, maparpad 3 u unen 31, maparpad 3.

CorlecTBeHaTa 9acT Ha CTAHOBHIIETO ce BKIIOYBA B TEKCTa Ha JOKIIaa
3a OIeHKara, ITyOJHMKYBaH B CHOTBETCTBHE ¢ WieH 13, maparpad 3 u
unen 38, maparpad 3.

[Ipn Hanu4me Ha OTHPaBEHO WCKaHE 3a MpepasriiekIaHe Ha HAKOE OT
HErOBUTE CTAHOBHIIA, CHOTBETHHUIT KOMHUTET OIMPEACNs APYT JOKIATIUK
U ako € HeoOXOIUMO, JIPYr CHIOKIAAYMK H3MEXKIYy ONpelelicHUTE 3a
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'BPBOHAYAIHOTO CTaHOBHIIE. [IpomenypaTa 3a mpepasriieikKIaHe MOXKe
Ja Ce OTHACsS CIMHCTBCHO 10 MIbPBOHAYAIHO HACHTH()UIUPAHUTE OT
3asBUTENS BBIPOCH OT CTAHOBHIIETO M C€ OCHOBaBa H3KIFOUUTEIHO
Ha HAay4YHUTC JaHHHU, CHIICCTBYBAJIM KbM MOMEHTA HA MPUEMAHETO Ha
II'PBOHAYAITHOTO CTAHOBHIIE HA KOMUTETA. 3asBUTEISAT MOXKE JIa TIOUCKA
OT KOMHTETa J]a TIPOBE/C KOHCYJITAllMK C HayYHO-ChBEIATeIHATA IPyIa
BBB BPB3Ka C BBIIPOCHOTO IPEPasIiIeKIaHe.

2. JIbppxaBUTe-WIEHKH TMPEAOCTaBIT Ha ATeHIWsATa HMeHaTa Ha
HAIIMOHATHUTE eKCIIEPTH C JOKA3aH OMHT IPH OLEHSBAHETO Ha JieKap-
CTBEHHUTE IMPOAYKTH, KOMTO Onxa OWJIM Ha Pa3loJIoKeHHEe 3a paboTa B
CbCTaBa Ha pa0OTHUTE WIM HAYYHO-KOHCYJITATUBHUTE TPYNH KbM
Komurera mo sekapcTBeHMTE TPOAYKTH 3a XyMaHHa ymoTpeoa,
Komutera 1o pacTHTEeIHUTE JNEKapCTBEHU NpOAyKTH win Komwurera mo
JIEKapCTBEHUTE MIPOJYKTH 3a BETEpUHApHA ynoTpeda, 3aeAHO C AAHHU 3a
TAXHATa KBaTH(UKAIMS U KOHKPETHUTE OONAcTH, B KOUTO CBIIHUTE Ca
MPUAOOUITH CBOS OITHT.

AreHumATa MOJABPKA TEKYIIO AKTyaJM3HpaH CIUCHhK Ha aKpeIUTH-
panute excrieptH. CIUCHKBT BKIFOYBA SKCIIEPTUTE, TIOCOYCHU B ITbpPBa
aliHesl, ¥ APYTH NPSKO Ha3HaueHW oT AreHuusrta exkcrieptd. CIUCHKBT
HOJJIEXKU HA aKTyallM3HpaHe.

3. IlpemocraBsHeTO Ha YCIyrd OT CTpaHa Ha JAOKJIAJYUIMTE WU
eKCIePTUTE Ce OCBIIECTBSABA 10 CUJIATa Ha MHUCMEH JOTOBOP, CKIIOUEH
MeXIy ATEHIUATa W 3aMHTEPECOBAHOTO JIHIE MM KOTAaTo TOBA € Iele-
cb00pa3HO, MEXy ATEHIMATa U HErOBUs PabOTOHATENl.

3aWHTEPECOBAHOTO JIMIIE WM HETOBHAT paboToJaTelN IMoJydaBaT Bb3Ha-
IpaXICHHE B CBOTBETCTBUEC C Tapu(a Ha TAKCHTE, BKJIIOYCHA B
MPUETHTE OT YIPABUTCIHUSI CHBET TpaBWia 3a (pUHAHCOBATa ICHHOCT.

4.  Peanmmsupanero Ha YCIyrd OT HAYYHO €CTECTBO, 3a YHETO
W3ITBJIHEHUE CBIIECTBYBAT HAKOJIKO TMOTEHIMAIHU JOCTABYMIIM, MOXKE
Ja Obae CBBP3aHO C OTHpaBsiHE Ha IOKaHA 3a JEKIapupaHe Ha
WHTEPEC, aKO HAYYHO-TEXHHYECKUTE OOCTOSITENICTBA JOIYCKAT MOA0OHO
JIEeUCTBHE M aKO IMOCTEIHOTO OOCTyKBa 3aJaunTe HAa ATEHIHUATA W I10-
CIEIHATHO — MOTPEOHOCTTa OT OCUTYpsIBaHE Ha BUCOKO HMBO HA 3alllUTa
Ha OOIIECTBEHOTO 3/paBe.

praBI/ITeHHI/IﬂT CbBCT IIpUEMa MNOAXOJAIIU MPOUCAYpHU 110 TMpea-
JIOJKCHUE Ha U3IBJIHUTCIHUA OUPEKTOP.

5.  AreHmusATa WA KOHWTO M 1a OMJIO OT KOMHUTETHUTE, MOCOYCHU B
unen 56, maparpad 1, Morar ga mpuOSTHAT 0 YCIyTUTE Ha eKCIEepTH
BBbB BPb3Ka C M3I'BJIHEHHETO HA JPYrd CHEeUU(UYHU 3a7aud, 32 KOUTO
CBIUTE OTTOBAPST.

Ynen 63

1.  CbcraBbT Ha KOMHUTETHTE, MOCOUYCHH B wieH 56, maparpad 1, e
my6auuHO nocrosiaue. [Ipu myOJMKyBaHETO Ha BCSIKO Ha3HAYEHHE CC
YTOUHsIBA MPO(PECHOHATHATA KBATH(PHUKAIMSI Ha BCEKH OT YICHOBETE.

2. UneHoBeTe Ha YNPaBUTEITHUS CHBET, WICHOBETE HAa KOMHTCTHUTE,
JIOKJIQMUIIUTE U EKCHEePTHTE HAMAT (MHAHCOBM WJIM JPYTM MHTEpPECcH
BBB (DapMarieBTHYHATa WHAYCTPHUsS, KOETO OM 3acerHajo TAXHATa
OesnpucTpactHOCT. ChIMTE CEe AHTKUPAT [a H3MBJIHABAT 3aJaudTe
CH OOSKTHBHO W B TOJI3a Ha OOIMICCTBEHHS WHTEPEC M Ja IIPETOCTABST
rOJMIIHA JeKIapanus 3a CBOMTEC (DUHAHCOBM WHTEpecH. Bcudku
HENPEeKH HHTEPEeCH, KOMTO MOrar Ja MMaT IOTCHIHAIHO OTHOIICHHE
KBM BBIIPOCHATAa WHIYCTPHS, CE BIIMCBAT B PETUCTBP, CHXPAHSIBAaH OT
AreHuusTa, 10 KOWTO MPH IOUCKBaHE MOXE Ja ObJIe OCHIYPEH HOCTBIT
Ha oOmecTBeHOCTTa B O(HCUTE HAa ATCHIHATA.

KognexewT 3a moBeneHne Ha AreHIMATa peryiaMeHTHpa MPUJIaraHeTo Ha
HACTOSIIIUS YJICH IMPU MOIXOASAIIO aKUEHTHpAaHE Ha BBIIPOCA 3a IpHe-
MaHeTO Ha MOoJapbliH.
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UneHoBETE HA YIPABUTEIHUS ChBET, YICHOBETE HA KOMUTETHUTE, JIOKJIA/I-
YHULUTE W EKCTIEPTHTE, YJ4acTBAIIM B 3aceJaHUsITa Ha pabOTHHTE TPyNH
Ha AreHIUATa, JEKJIapupaT Ha BCAKO 3acelaHHe CBOUTE KOHKPETHH
MHTEpecH, KOWTO MoraT Ja ObJaT BB3MPUETH KaTO HapylIaBalld
TSAXHATA HE3aBUCHMOCT B KOHTEKCTa Ha OOCHKHaHHWTEe BbIpoch. Te3n
JeKIapaluy ca MyOIMYHO AOCTOSHHE.

Ynen 64

1. VI3UBIHUTENHUAT TUPEKTOp Ce Ha3HauaBa OT YHPABUTEIHHS CHBET
1o mnpejyiokeHre Ha Komucusra 3a cpok OT meT roguHu Bb3 OCHOBA Ha
CIHCBHK OT 3asBUTENH, NpeaioxkeH or Komwucusira, cien oTnpaBsHe Ha
MOKaHa 3a 3asBsiBaHE Ha WHTEpec, MyOnuKyBaHa B OQuyuanen 6eCmHuk
na Eeponetickus cvio3 U Ipyrd u3rounuiy. IIpenu camoTo Ha3HauaBaHe
OINPEICNEHUAT OT YIPABHTENHUS CHBET KaHIUIAT Ce IpHKaHBa Jia
HarpaBM U3JI0KEHHE Tpesa EBporieiickus mapiaMeHT U Jla OTTOBOPH Ha
BCHYKH BBIIPOCH, MOCTABEHH OT YJICHOBETE Ha mocieanus. Herousr
MaHJaT MOXKe Ja ObJie TMOIHOBSBAH eIHOKpaTHO. [lo mpemoxeHue Ha
Komucusra ynpaBUTETHUSAT CbBET MOXKE Jla OTCTPAHU H3IIBJIHUTETHUS
JUPEKTOP OT 3aeMaHMsl OT HEro IIOCT.

2. VI3UBIHUTENHWAT IOUPEKTOp € 3aKOHEH MPEACTaBUTEN  Ha
Arennusita. Toll oTroBaps 3a:

a) CKCAHCBHOTO aIMUHUCTPATUBHO YIIPABJICHHUC Ha AFCHIII/IHTa;

0) ynpaBIeHHETO Ha pecypcuTe Ha ATreHIusATa, HEOOXOaUMH 32
MPOBEKIAHETO HA JIEHHOCTTA Ha KOMHTETUTE, IOCOUYECHU B WIEH 50,
naparpad 1, BKIIOYHTEITHO OCHTYPSBAHETO Ha IOJXOJIIO HAaydHO-
TEXHUYCCKO ChJICHCTBUE;

B) OCHTYpPSIBAHE CIIa3BAaHETO HA OIMPEACIICHUTE B 3aKOHOIATEICTBOTO Ha
OOmHOCTTa CPOKOBE 32 NpPHUEMaHe Ha CTaHOBMIIATA OT ATCHLUSATA;

I') OCHTYpSBaHETO Ha HAJUIOKHA KOOPAUHAIMS MEXIy KOMHUTETHTE,
rocoueHu B wieH 56, maparpad 1;

1) U3TOTBSIHETO Ha MPOEKTUTE Ha OTYETHUTE 3a MPHUXOAUTE U PA3XOAUTE
Ha ATeHIATa ¥ M3ITBITHEHHETO Ha HEeWHHs OFOJDKET;

e) BBIIPOCUTE, KacacClllu II€pCOHAIA;
)I() MMpeaOCTaBAHCTO Ha CCKpEeTapuaT Ha YIPAaBUTCIIHUA CBHBCT.

3. Bceska roauHa  U3NBJIHUTENHMAT — JUPEKTOpP  IpeAcTaBs  3a
000peHue OT YIPaBUTENHHS CHBET NMPOEKTONOKIAA 3a AEHHOCTTa Ha
ATeHIUATA TIpe3 MPeaxoHaTa TOJMHA U MPOEKT 32 paboTHA mporpama
3a cleJBallaTa rofuHa, KaTo IIPaBU pasrpaHUUYCHUE MEXIy NeHHOCTUTE
Ha AreHIHMATa, CBBP3aHH C JIEKApPCTBCHHUTE MPOTYKTH 3a XyMaHHA
ynorpeba, AeHHOCTHTE, CBBP3aHM C PACTUTEIHHUTE JICKAPCTBEHU
MPOAYKTH W JEWHOCTUTE, CBBP3aHH C BETEPUHAPHHUTE JIEKAPCTBEHU
HPOJYKTH.

IIpoekTonoknanbT 3a JeiiHOCTTa Ha AreHHMsATa Ipe3 IpeaxojaHaTa
roAMHA BKJIIOYBA HMH(OpMauus 3a Opos HAa OLEHEHHTE OT ATEHLHUAITA
3asBIICHUS, BPEMETO 3a M3BBPILIBAHE HA BBIIPOCHUTE OLIEHKU M JIeKap-
CTBCHUTE TPOJIYKTU C M3/IaJICHH, OTKA3aHW WM OTHETHU pa3perieHUs.

Ynen 65

1. YHpaBI/ITeJ'IHI/IXT CbBCT CC CBCTOM OT IO €IWH NPEACTAaBUTECI OT
BCsJIKa ObpKaBa-dJICHKA, JABaMa IIPCIACTABUTCIIN Ha Komucusta u JBaMa
MpeaACTaBUTECIIN Ha EBpOHCﬁCKHS{ IapJIaMeHT.

OcBeH ToBa JBamMa NpEICTaBUTENM Ha OpPraHM3alMUTE Ha MalUEHTUTE,
e/IMH TMIPEACTaBUTEN Ha JICKAPCKUTE OpPTAaHHM3AIlMU M €IMH IPEICTABUTEI
Ha OpraHU3allMUTe Ha BETCPUHAPHHUTE CICHHUAIUCTH CE Ha3HAa4aBaT OT
CoBera cien KOHCyATauuu ¢ EBpormeiickusi mapiaMeHT Bb3 OCHOBAa Ha
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n3rotBeH 0T KomucusaTa CHMCHK, BKIIIOYBAI] 3HAYUTEIHO IIOBEYE
KaHAWJATA OT TPeaBHIACHUTE UIBKHOCTH. M3rotBenusT ot Komucusra
CIHCHK ce wu3npama g0 EBponeiickus napiaMeHT 3aelHO CbC
CHOTBETHUTE HOKYMEHTH. [10 BB3MOXXKHO Hai-OBp3Usl HAaYMH U HE IO-
KbCHO OT TpH Mecela ClieJl HOTUpHUIUpaHeTo, EBponercKusT
nmapJaMeHT MOXKe Jla TPEJCTaBH CBOETO MHEHHME 3a pasrjekaaHe oOT
CsbBera, ciel KOETO TMOCIEeTHUAT Ha3HauaBa YIPABHTEIHUS CHBET.

UneHoBeTe Ha YIPABUTEIHHS CHBET C€ ONPEAENAT MO HAYMH, KOWTO
rapaHTHpa BBH3MOYKHO HA-BUCOKO HHMBO Ha €KCIEPTHA KBaIU(HUKAIWA,
IIMPOK CIEKThp Ha HATpyNaHUs B CHOTBETHATa O00JAcT ONUT H
BB3MOXKHO HAKH-IIMPOKO Teorpa)CKo MPeICTABUTENICTBO B EBponeiickus
CBIO3.

2. UneHoBeTe Ha yNpaBUTEIHUS CHBET CE Ha3HAuaBaT Bb3 OCHOBA Ha
TeXHHs KOHKPETEH ONHT B yNpaBieHCKaTa cdepa U ako € MPUIIOKHMO,
Bb3 OCHOBA Ha ONUTA MM B 00JACTTa HA JIEKAPCTBEHHUTE MPOJIYKTH 3a
XyMaHHa WM BeTepHHapHa ynoTpeoda.

3.  Bcsxka mpepkaBa-unenka u Kommcusra onpenensiT CBOUTe MpejicTa-
BUTENI B YIPABUTEIHUS CHBET, KAKTO M TEXHHUTE 3aMECTHUIIH, KOUTO
IIe 3aMeCTBaT OTCHCTBAIIUTE WICHOBE M IIe IJIacyBaT OT TAXHO HME.

4. MaHaaTbT Ha IOpeACTaBUTENUTE € TpU roauHu. Toil Moxe na Obae
IPOJbKABAH.

5. VYmopaBuTenHUAT CBbBET H30HMpa TpeiceaaTe] H3MEXAy CBOHTE
YJICHOBE.

MaHgaTbT Ha MPEACEIaTeNs ¢ TPH TOAMHM M H3THYA, KOraTO CHIIUST
npectaHe jJa ObJie WIeH Ha yNPaBUTEIHUs ChBeT. MaHAaThT MOXeE Ja
OB/l TPOIbIDKABAH €AHOKPATHO.

6. Pemennsita Ha YIIpaBUTCIHUA CbBET CC IIPUEMAT C MHO3UHCTBO OT
JABC TPETU OT HEIOBUTEC YICHOBEC.

7.  YOpaBUTETHUST ChBET IpHUeMa CBOW MPOIETypeH MPaBUIHHUK.

8. ynpaBI/ITCHHI/IﬂT CbBCT MOXC Ja KaHM TMpeACCHaTCIINTE Ha
HAayYHHUTC KOMUTETH Ja TPUCHCTBAT Ha HETOBUTC 3acCaaHusd, oe3
CBhIIATE Oa MMaT IIpaBO HaA Trjac.

9.  VYmOpaBUTENHUST ChBET 0J00psBa rojJMIIHATA pabOTHA TporpaMa
Ha AreHUMsTA W s u3npama Ha EBporelickust napiameHT, ChbBera,
Komucusita v qbprKaBUTE-UICHKH.

10.  YnopaBuTenHMAT CbBET IpUeMa TOAMIIHUS AOKJIAX 3a AEHHOCTTA
Ha ATeHIuATa W IO H3Mpalia Hal-KbCHO A0 15 1onum Ha EBpomeiickust
napiament, CbBera, Komucusrta, EBponelickus HMKOHOMUYECKH U
conuaneH komuteT, CMeTHaTa mangaTa U AbP:KaBUTE-UICHKH.

Ynen 66

YHp ABUTCIIHUAT CBBCT:

a) IpHeMa CTaHOBHIIE OTHOCHO NPOLEAypHUs MpaBWIHUK Ha Komutera
0 JICKApCTBEHUTE MPOAYKTH 32 XyMaHHa ynorpeba m Komurera mo
JIEKapCTBEHUTE MPOJYKTH 3a BeTEpUHapHa ymorpeda (wieH 61);

0) mpuema mpoleaypr 3a NPEAOCTaBIHE HA HAYYHM YCIyru (4ieH 62);
B) Ha3HayaBa HM3IIBIHUTEIHUS JUPEKTOp (WieH 64);

r) mpuema rojauiiHata paboTHa mporpaMa W s usnpama Ha EBpo-
neiickuss mapiament, CoBera, Komucusta u IbpiKaBUTE-WIEHKU
(unen 65);

1) 000psiBa TOJAMINHMA JIOKIAQJ 3a JCWHOCTTa Ha AreHIMsATa H TO
m3mpama Hai-keCHO A0 15 tomm Ha EBpomeiickusi mapmaMenr,
CoBera, Komwucusita, EBporeiickus HWKOHOMHYECKHM W COLUAJICH
komuteT, CMeTHATa majara U Jbp:KaBUTE-WICHKN (WieH 65);
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e) npuema Orojpkera Ha AreHuusTa (4ieH 67);
K) IpUeMa BBTPEIIHUTE TpaBuia 3a (UHAHCOBaTa JIeHHOCT (4ieH 67);

3) mpHema pasrnopendu 3a mpuiiaraHe Ha [IpaBHITHUKA 32 CITY>KUTEIUTE
(anen 75);

1) pa3BHBa KOHTAKTH CbC 3aHHTEPECOBAHHUTE CPEIM M YCTAHOBSIBA
IPWIOKUMUTE ycIoBUs (4ieH 78);

W) mpuema pasnopen0M 3a OKa3BaHE Ha ChICHCTBHE Ha (apmaries-
THuHUTe GUpMU (4ieH 79);

K) TIpMeMa MpaBUjIa 32 OCHTYpsIBAHE Ha IyOJHMYECH JOCTBII 10 HUH(OP-
MaIsTa 32 pa3pellaBaHe MM KOHTPOJI Ha JICKAPCTBEHUTE MPOILYKTH
(anen 80).

I'maBa 2

®duHaHCOBU pa3nopenodu

Ynen 67

1. 3a Bcska (uHAHCOBAa TOJMHA, CHOTBETCTBAIlA HA KaJCHIapHATa
roAnHa, B OIO[pKeTa Ha ATEHLUATA Ce M3TOTBAT M OTpas3siBaT pa3ueTH
3a MPUXOJUTE W PAa3XOJUTe Ha ATESHIUsTA.

2. Ortpaszenure B OrOJDKETa TPUXOJM U Pa3XOJM clienBa Ja ObaaT B
OaaHc.

3.  Tlpuxomute Ha AreHuusTa Ce ChbCTOAT OT BHOCKK OT OOLIHOCTTA U
3aIUIaliaHuTe OT MPENPHUATHATA TAKCH 3a MPUI00MBAHE M MOJIbPIKAHE
Ha paspeleHusITa 3a ThproBus Ha OOIIHOCTTa U APYTU YCIIYyTH, OCUTY-
psiBaHU OT ATeHIUSTA.

EBponeiickusat napiameHT u ChBeTHT (Hapu4YaHHU MO-JI0JY ,,0F0JDKETHH
OpraHm’) mpepasriexaar, Korato ToBa € HeoOXOIMMO, pa3Mepa Ha
(rHaHCOBOTO y4yacThe Ha OOIIHOCTTA MOCPEICTBOM OICHKA Ha MOTpeO-
HOCTHTE WM KAaTo B3eMar I10]] BHUMAHHE pa3Mepa Ha ChOTBETHUTE TaKCH.

4.  JlefiHocTHTE, CBBP3aHU C (PapMakoJIOrnyHaTa OAMTENHOCT, (yHK-
LIUOHUPAHETO Ha KOMYHHMKAIIHOHHUTE MPEXH U Ma3apHUTE HAOIIOACHHUS
ca 00EKT Ha MOAXONANIO JBPXKABHO (pMHAHCHpaHE, CHOTBETCTBAIO Ha
BB3IIOKEHUTE 33/1a4H.

5. Pa3xommre ©Ha AreHmmATa BKIIOYBAT BB3HATPAKIACHHUS 3a
MEepcoHaNa, aJMHHUCTPATUBHU M HMHQPACTPYKTYPHU pa3xoau U
pa3xo/u 3a JEWHOCTTA, KAKTO M PAa3X0/IH, IPOM3TUYAIIH OT CKIIFOYCHUTE
C TPETH CTPaHU JIOTOBOPHU.

6. Bb3 ocHOBa Ha pa3pabOTeH OT M3MBJIHUTEIHUS JAUPEKTOP TPOCKT
YIPAaBUTEIHUAT CHBET H3TOTBS €KEroJIeH pa3dyeT Ha MPUXOIHUTE H
pasxomure Ha AreHuusTa 3a cieipamata (HUHAHCOBAa roguHa. Tos3u
paszder, KOWTO CHABpPXKA MPOEKT 3a MIATHUTE CIYKHUTENH, Ce HM3Ipaiia
Hail-kbCHO 710 31 MapT oT ymnpaBHUTeNnHUs chbBeT Ha Komucwusra.

7. PazuersT ce usnpama or Komucusita Ha OIOKETHUSI OpraH 3aeTHO
C TIpe/IBApUTENHUS TPOEKT 3a 00wy OrokeT Ha EBpomeiickus chio3.

8.  Bwb3 ocHOBa Ha pazyera Komucusita BKJIFOUBA B TPEIBAPUTEIIHUS
MpoeKT 3a o011 OrpkeT Ha EBpomeickus CbhrO3 pa3ueTHTe, KOWTO
chlllaTa CYMTA, Y€ Ca HEOOXOAMMH 3a INATHOTO paslHCaHue, H
pasmepa Ha cyOcuMaMuTe, KOWUTO TpsiOBa 1a OBJAT OTYHUCICHH OT
o0Imust OFOJDKET, KOWTO ChINaTa MPEACTaBs Mpel OIO/DKETHHS OpraH B
CBHOTBETCTBHE C WieH 272 ot JloroBopa.

9.  BIOmKEeTHUAT OpraH pasperiaBa OTITyCKAaHETO Ha CyMHTE 10 Ipe-
Ha3HAYCHHUTE 32 ATCHIUATA CYOCHIMU.

BrojkeTHuAT Oopran npuema IATHOTO pas3lUCaHue Ha ATEHIUATA.
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10.  VYnopaBuTenHMAT ChBET Ipuema OrojukeTa. bromxersT mpupobuBa
OKOHYATEJICH XapakTep CcJel] OKOHYATEeJIHOTO IpHeMaHe Ha oOmus
oroker Ha EBponeiickus cpro3. [lo menechoOpazHOCT TOM Moxe ja
ObJIc ChOTBETHO KOPHIHPAH.

11. Bceska mpoMsHa B IIATHOTO pasmucaHne W B Oomkera ce
W3BBPIIBA Bb3 OCHOBA Ha OFO/DKET 3a M3MEHEHHe, KOWTO Ce M3Ipalia
¢ nHpopMaTUBHA TIe] 10 OFOJDKETHUS OpraH.

12.  BbB BB3MOXKHO Hal-KpaThK CPOK YIPABUTEIHUSAT CHBET HOTH-
¢unpa OFO/DKETHUS OpraH 3a CBEHTYaJHOTO CH HaMEpeHHe Jia
peanusupa MPOCKTH, KOWUTO OWXa MMAId 3HAYUTEIHH TOCICSIUIN 3a
(bMHAHCHUpAaHETO Ha HEroBUS OFOJUKET, TO-CIEHUATHO MPOCKTH,
CBBp3aHU CBC COOCTBEHOCTTa, HANPUMEp TaKHBa, MPEIBIKIAIIN
HaeMaHe WIM 3aKyllyBaHe Ha Crpagd. YIPaBUTCIHHUAT CHBET
nHpopmupa KomucusTa 3a ToBa.

B ciyuaurte, B KOMTO KJIOH Ha OFOJDKETHHS OpraH € HOTH(UIUpan HaMe-
PEHHETO CH [1a TPEAOCTABU CTAHOBUIIE, CHIIMST M3MPAIa CTAHOBHIIIETO
CH JIO YIpPaBUTENHHS ChBET B CPOK JIO IIECT CEJAMHIM OT Jarara Ha
HOTU(DUIMpPAHE HA TPOCKTA.

Ynen 68

1. W3nbiHUTETHUAT JUPCKTOP H3I'bJIHABA 6IOZ[)KCT3 Ha AFCHLII/I?{T&.

2. Haii-xbcHO 10 1 MapT cieq NPUKIIOYBAHETO HA BCSKa (PMHAHCOBA
TOJIMHA TJIABHUST CUYETOBOAUTET HAa ATCHIHMATA MPEIOCTaBs HA TIIABHHUS
cueroBoauTen Ha Komucusra mpeaBapuTeIHy pa3deTH U OTYET 3a ympa-
BJICHHETO Ha Oro/pkeTa W (pUHAHCHUTE 3a TeKyIliaTa (UHAHCOBA TOJIMHA.
I'naBHUsIT cueroBomutenn Ha Kommucusita oOemUHSBA MPEIBAPUTEITHUTE
pa3ueTd Ha HWHCTUTYLHHTE W JACLECHTPAIM3UPAHUTE OPraHd B CBHOT-
BeTCTBHE C wWieH 128 OT (UHAHCOBHUS pErJIaMEHT, MPHIOKHM KbM
obmmst Gromker Ha EBpomeiickute obmuocTh (1) (HapuyaH MO-I0Ty
,,OOIIl (hUHAHCOB periaaMeHt ).

3. Haii-xbcHo 10 31 MapT ciiesi IPUKITIOYBAHETO HA BCsSIKa (PMHAHCOBA
rOAMHA TJIABHHAT cueroBomuTen Ha KoMucusaTa mpemocTaBs Ha
CMeTHaTa manaTta TpEIBApUTEHHS CUETOBOJCH OTYET Ha ATeHIusITa
7 OTYET 3a yNpaBJeHHeTO Ha OroukeTa W (UHAHCUTE Mpe3 U3TEKIaTa
¢uHaHcOBa ToxmHA. OTYETBT 3a YIPABICHHETO Ha OmOmKeTa H
(mHaHCUTE 3a CHOTBETHaTa ()MHAHCOBA TOJAWMHA CE H3Ipalia ChIIO0
taka u 10 EBporeiickus mapmament u ChbBera.

4.  Tlpum nomy4aBaHe Ha craHOBUIIETO Ha CMETHaTa majara Io IMpe-
BapUTEITHUS CUCTOBOJCH OTYET Ha ATCHIMATA B CHOTBETCTBHE C WICH
129 or OO6umsa (UHAHCOB pEIrJIAMEHT, H3IIBIHUTEIHUAT IUPEKTOP
M3TOTBSI HAa CBOSL OTTOBOPHOCT OKOHYATENHHSA TOJWIICH CUETOBOACH
OoT4eT Ha AreHIMsATa U IO U3MNpalla [0 YHPaBUTEIHUS CBBET 3a
U3TOTBSHE HA CTaHOBHIIIE.

5. ynpaBI/ITeJ'IHI/IﬂT CbBCT Ha Al"eHHI/IﬂTa NIpeaAcTaBs CTAHOBHUIIC IIO
OKOHYATEJIHUSI TOJIUIIEH CYETOBOJIEH OTYET Ha ATCHIIUSATA.

6.  Haii-kbcHO 10 | fOJIM Clie TIPUKITIOYBAHETO HA BCsIKa (PUHAHCOBA
TOJIMHA W3IBJIHUTEIHUAT AUPEKTOP HM3Mpalla OKOHYATEIHHs TOJHIICH
cdyeTtoBosieH oTdeT Ha EBpomeiickust mapmament, CoBera, Komucusra u
CMmeTHaTta manara 3aeJHO ChC CTAHOBHUIIETO HA YIPABUTEIHHUS CHBET.

7. OKOHYATEIHUST TOAMIICH CYETOBOJIEH OTYET ce MyOJIMKyBa.

8.  MBmbnnutenHusAT aupekrop Ha AreHuusTta usnpama Ha CMmerHara
najiatTa OTrOBOp IT0 HEHHOTO CTaHOBHWILE Hai-KbCHO 10 30 cenTeMBpH.
VBIBIHUTENHUAT ITUPEKTOp H3Ipalia TO3W OTrOBOpP CHINO Taka M Ha
YIPABUTEIHUS ChBET.

(") Permament (EO, Eparom) Ne 1605/2002 wa Coera or 25 tomm 2002 r.
OTHOCHO (DMHAHCOBHUSI PETTIAMEHT, TPWIOKHUM KbM o0uwms Oromker Ha EBpo-
neiickute obmHoctu (OB L 248, 16.9.2002 r., ctp. 1).



2004R0726 — BG — 26.01.2007 — 001.001 — 49

9.  V30BIHUTENHHUAT JUPEKTOpP TPENoCcTaBs Ha  EBpomeickus
MapjaMeHT [0 HEroBO HCKaHe BCska WH(OpMaIMs, HeoOXoauma 3a
[JIJKOTO IpUIaraHe Ha IIpoLeaypara 3a OCBOOOXJaBaHE OT OTIO-
BOPHOCT 3a BBIIpOCHAaTa (PMHAHCOBA TOJAMHA, MPEJIBUJCHA B wieH 146,
naparpad 3 ot OOmus NpaBWIHUK 3a (PUHAHCOBATa JCHHOCT.

10. Ilo mpenopbka Ha CbBeTa M BbH3 OCHOBAa Ha KBaIM(HULIHUPAHO
MHO3WHCTBO, 10 30 ampun ma rommHa N + 2 EBponeiickusT
TapJIaMeHT OCBOOOX/aBa OT OTTOBOPHOCT W3MBIHUTCIHHUS AUPEKTOP
10 OTHOLIEHHE HA U3IIBIHEHHETO Ha Oro/pKeTa 3a roamHa N.

11. TIlpunokuMuTe TO OTHOIICHHE Ha ATCHIUSITa (UHAHCOBU
MpaBuiia Ce€ TPUEMAT OT YIPABUTEIHUS CBHBET CIIe]l KOHCYJITALUU C
Komucusra. CpiiuTe HE MOraT Ja ce OTKIOHSBAT OT pasnopeaduTte Ha
Pernament (EO, EBparom) Ne 2343/2002 na Komucusita ot 19 HoemBpu
2002 1. oTHOCHO PaMKOBHS (PMHAHCOB pErJIAMEHT IO OTHOIICHUE Ha
opranute, mnocoyeHn B wieH 185 ot Permament (EO, EBparom)
Ne  1605/2002 Ha CbBera OTHOCHO (DMHAHCOBUS — PEIJIAMEHT,
MPUIOKAM KbM 0Ommust Oropker Ha EBpomeiickute obmmoctw (1),
OCBEH aKO TOBa HE C€ Hajara HOpaau CHeu(UUHH CHOOPaKEHUS,
Kacaely JAeHHOCTTa Ha ATreHIusTa, ¥ He ObJie MOJKPENeHO OT Mpe-
BapUTEIHOTO chriacue Ha Kowmwucusira.

Ynen 69

1. 3a Oopba ¢ wW3MamuTe, KOPYNIMATA M APYTH IMPOTHBO3AaKOHHU
JNeWHOCTH ce Tpriarat 0e3 orpaHHYeHUs pasnopendute Ha PermameHt
(EO) Ne 1073/1999 na EBponeiickus napiaameHT 1 Ha CbBera oT 25 maid
1999 1. oTHOCHO pa3crefBaHHITA, NPOBEXKIaHM OT EBpomeiickara
ciyx0a 3a 6opba ¢ usmamure (OLAF) ().

2. AreHuusTa Cce NPHUCHEAMHSABA KbM MEKIYHHCTHTYLIHOHATHOTO
crnopazymenue ot 25 mail 1999 r. 0THOCHO BBTpPEIIHHUTE Pa3CleBaHUS
Ha EBpomelickata ciyx0a 3a 6opba ¢ m3mamure (OLAF) u BBBEKIA
HEe3a0aBHO  TMOAXONAIIM  Pa3lopendH, TPUIOKHM KbM  BCHUKH
CITy’)KUTEII Ha ATCHIUSTA.

Ynen 70

1. CrpykTypatra M pa3MepbT Ha TaKCHTE, IMOCOYEHH B WieH 67,
naparpad 3, ce ycranoBsBaT ot ChBeTa TIpH ClIa3BaHE HA TPEIBHIICHUTE
B JloroBopa ycnoBus, mno mpemioxenne Ha Kowmucusita, cuex
KOHCYNTallid C OpraHu3aluuTe, NPEJICTABISBAIN HWHTEpeCcUTe Ha
(hapMarieBTHYHATa POMUILICHOCT HAa OOITHOCTHO PaBHUIIIE.

2.  HeszaBucumo OT TOBa ce IpueMar pasmopeadH CBINIACHO MPOIie-
nypara mo wieH 87, maparpad 2 3a ompemeNsiHe Ha OOCTOSATENICTBATa,
OpH KOUTO MAIKUTE M CPEIHUTE MPEANpUsATHs MOraT Aa 3arlamar
TaKCH B HaMaJeH pa3Mep, Ja OTIaraT IUIAMaHusTa Ha TaKCHTEe X 1
[OJTy4aBaT aJAMHHUCTPATUBHO ChICHCTBUE.

I'masa 3

OO0mm pa3nopeadu 0THOCHO AreHIUSITA

Ynen 71

ATeHIuATa UMa MPaBOCYOEKTHOCT. BBB Beska OT JAbpIKaBUTE — UYIICHKH
AreHluATa ce IMOJI3Ba OT BB3MOXHO Hal-IbJIHAaTa J€€CIOCOOHOCT,
MPEJOCTaBsHA Ha IOPUAMYECKUTE JIMIA 10 3aKOHHUTE Ha CHOTBETHATa
abpkaBa. Chlata MOXe IMO-CHELUAHO Jia MpUI00MBa WM pasroJiara

! L 357, 31.12.2002 r., ctp. 72.

() OB
() OB L 136, 31.5.1999 r., ctp. 1.
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C JBIXKMMO M HEIBIDKHMO HMYIIECTBO, KaKTO M Ja ObjJe CTpaHa Io
CchIeOHN Jena.

Ynen 72

1. JloroBopHaTa OTFOBOPHOCT Ha ATEHIMATA C€ YpexJa OT IPUIIO-
JKUMOTO TIpaBO KbM JoroBopa. CeapT Ha EBpormeiickure OOIIHOCTH
pasmonara ¢ IOPUCIUKIMATA CBIJTACHO apOMTPaXHHUTE  KIay3H,
CBIBPXKALINA C€ B CKIIOYEHUTE OT ATEHLUSTA TOTOBOPH.

2. U_[O CC OTHACA OO0 HECAOroBOopHaTa OTTOBOPHOCT, B CBOTBECTCTBUEC C
06HII/ITe MIPUHINIIN, JICUCTBAIM  CHIJIACHO 3aKOHOJIaTeJICTBaTa Ha
AbPIKaBUTC-YJICHKHU, AreHnusTa BBH3CTaHOBsBA BCHYKH BpeCau,
NPpUYUHCHU OT CaMaTa HEs WIh OT HEHHHUTE CIIY)KUTCIN TIpU U3IBJII-
HCHHUECTO Ha TCXHUTEC 3adbJIDKCHUA.

CoabT Ha EBpornelickute 0OIIHOCTH pa3mnojara ¢ KOPUCIUKIHS 10 BCEKU
CIIOp, OTHACSIL CE 10 BB3CTAHOBSABAHETO Ha BCsAKa I0J00HA Bpeja.

3.  JluuHata OTrOBOPHOCT Ha CIYXXHTEITUTE 110 OTHOIIEHWE Ha
AreHnusTa Cce ypexla CbC CBOTBETHHUTE IIpaBWJia, IPWIATaHU IO
OTHOIIICHHE Ha TEpPCOHANa Ha ATCHIUSATA.

Ynen 73

IMo oTHOUIEHNE HAa HAMHpAIIUTE ce B AreHIUsITa JOKyMEHTH Ce Mpuara
Permament (EO) Ne 1049/2001 mwa EBpomeiickus mapiaMeHT W Ha
CeBera or 30 wmaii 2001 r. OTHOCHO MyOJWYHHUS JOCTBI JIO JOKY-
MmeHtute Ha EBpormeiickus napiament, Cpeera u Komucusita (1).

B crorBerctBue ¢ unmen 2, maparpadp 4 ot Permament (EO)
Ne 1049/2001 AreHiusitTa BbBEKIA PETHUCTBP, Ype3 KOWUTO MPEAOCTaBS
Ha pa3MoJI0KEHUE BCUYKH JOKYMEHTH, KOMTO Ca OOLIECTBEHO JOCTHITHU
M0 CMHCBHJAa Ha HACTOSIIUS PErIaMeHT.

VYrpaBUTETHUAT CHBET MpHUeMa MepKu 3a npriarane Ha Perimament (EO)
Ne 1049/2001 B cpok 10 miecT Mecela cjeJ| BIM3aHETO B CHJa Ha
HACTOSIIIUS PErJIaMeHT.

Pemenusita, B3eManu oT AreHuusTa B CHOTBETCTBHE C 4WiI€H § OT
Pernmament (EO) No 1049/2001, morar ma mopoast HE0OXOAWMOCT OT
BHacsiHe Ha kajba 0 oMOyAcMaHa WIX Jia MOCIyXaT KaTo MpUYMHA 32
3aBexiaHero Ha Jneno B Cwaa Ha EBpomelickute 0OLHOCTH IpH
YCIIOBUSTA, IPEABUICHU CHOTBETHO B wieHoBe 195 u 230 ot [orosopa.

Ynen 73a

Pemienus, B3etn ot AreHiusita cbriiacHo Pernament (EO) Ne 1901/2006
Morar Jia ObaaT npeaMer Ha chaedeH uck npex Cwra Ha EBpomeiickute
OOIIHOCTH CBHITIACHO YCIIOBUATA, ycTaHOBeHH B wieH 230 ot Jlorosopa.

Ynen 74

IIpoTOKOTBT OTHOCHO MPUBMIIETHUTE U UMyHUTeTUTE Ha EBpomeiickute
0OIIHOCTH Cce mpuiiara 1Mo OTHOIICHHE Ha ATEHLUSTA.

Ynen 75

3a mepcoHana Ha ATEHLMSTAa BakaT IpaBUiIaTa W IPaBUIHULNTE,
MpWJIaraHu 10 OTHOUIEHHWE Ha BUCIINTE JUIBKHOCTHH JIMIA U JPYTUTE

(') OB L 145, 31.5.2001 r., ctp. 43.
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cryxutenn Ha EBpomnelickute ob0mHocTH. [lo OTHOIIEHME Ha CBOS
nepcoHan AreHuusATa YIpaXKHsSBa NPABOMOLIMATA, JAEJIETHMpaHd Ha
Ha3HAyYaBalllUs OpraH.

VIpaBUTEeNHUAT CHBET, ChrylacyBaHo ¢ Komwcumsita, mpuema HeoOXo-
JMMUTE Pas3lopendn 3a NpHiaraHe.

Ynen 76

UneHoBeTe Ha yNpaBUTENHUS CBHBET, YJICHOBETE Ha KOMHTETHUTE,
MMOCOYEHH B WjieH 56, maparpad 1, u eKCrepTuTe, BUCIIUTE JUIHKHOCTHH
JUIAa U JPYTUTE CIYXKHUTEIM Ha ATEHIMATa ce 3aJbDKaBaT Jia He
pasKpuBar, JOpHM Clell INPEKPaTsSBaHEeTO Ha TEXHUTE 3aIb/DKCHUs,
KakBaTo W Ja € WHGOpMAaIMs OT €CTeCTBO, HAJNATallo 3aIbDKEHHE 3a
Cra3BaHe Ha CilykeOHa TaiiHa.

Ynen 77

CehrimacyBaHo C  YNPaBUTEIHUS CHBET W CHOTBETHHS KOMHTET
Komucusata moke ma TMOKaHM TMPEACTaBUTENM Ha MEXIyHApOJIHUTE
OpraHu3aliy, 3aMHTEPECOBAHN OT XapMOHM3HMPAHETO Ha pasnopenoure,
MpWJIaraHd IO OTHOIIEHWE Ha JIEKAPCTBEHUTE MPOIYKTH, 3a y4dacTHe
Karo HaOmromatenw B paborara Ha AreHimsara. Komwucusra ompenens
MPEJBAPUTEIIHO YCJIOBUSTA 3@ y4yacTHe.

Ynen 78

1.  CermacyBano c¢ Komucusta yrnpaBUTETHHST CbBET Ch37aBa
YCIOBHSA 3a YCTaHOBSBAHETO Ha TOAXOMAIIM KOHTAKTH MEXIY
ATeHIUATa W TPENCTABUTENNTE HA MPOMHUIUICHHS OTPachl, MOTpeOu-
TEJIUTE W TALMEHTUTE U CIYKUTEIUTe OT CHCTeMaTa Ha 37paBeolas-
BaHeTo. Te3W KOHTAKTH MOTaT Ja BKIIIOYBAT y9YacTHe Ha HaOJomaTenn
B HSKOHM OT acIleKTHTE Ha JEHHOCTTa Ha ATEHIHMSATA NPYU MPEIBAPUTEITHO
onpesiesieH OT YINpaBUTEJIHUS CbBET M cblylacyBaHM ¢ Kommucusra
YCIIOBUSL.

2. Komurernte mo wieH 56, maparpad 1 u BCHYKH DPabOTHH W
HAYYHO-KOHCYNTATHMBHH  TPYIH, CB3[3aJCHH Ha OCHOBaHWE Ha
[MOCOYCHHUsI YICH, YCTAHOBSIBAT KOHTAKTH HA KOHCYJITAaTHBHA OCHOBA
[0 BBIPOCHTE OT OOI WHTEpEC ChC CTPaHHUTE, WMAIIHd OTHOIICHWE
KbM yroTtpebara Ha JEKapCTBEHHTE NMPOIYKTH, MO-CIICIUAIHO, OPTaHHU-
3aI[MUTe HA TAIMCHTHTE M CIPYXEHUATA Ha CIIY)KUTEIUTE OT CHCTEMATa
Ha 3/paBeora3BaHeTo. J[OKJIaJuuIM, ONPEACNCHH OT TE3W KOMHTETH,
MOraT J]a yCTaHOBSIBAT KOHTAKTH Ha KOHCYJTaTHBHA OCHOBA C IIPEICTa-
BUTEIM HAa OPraHM3alMUTE Ha TMAIMEHTUTE U CAPYKCHHATA Ha CITyKH-
TEJIMTEe OT CHCTEMara Ha 3[IpaBeola3BaHETO, MMAIIM OTHOIICHHE KbM
MOKA3aHUATA HA CHOTBETHHS JICKAPCTBEH MPOJIYKT.

Ynen 79

ITo oTHOWIEHNE HA BETEPUHAPHUTE JIEKAPCTBEHH MPOAYKTH, YHITO Tazap
€ OrpaHM4eH, WIA BETEPUHAPHUTE JEKAPCTBEHH MPOAYKTH, MPEIHA3-
HAUeHU 32 JIeYeHHEe Ha 3a0O0JISIBaHUS C PETHOHAIHO Pa3MpOCTpaHEHUE,
VIPAaBUTEIHUAT CHBET IpHeMa HEeoOXOIMMHUTEe MEPKH 3a OKa3BaHe Ha
CHICHCTBUE Ha JpyKecTBaTa KbM MOMEHTAa Ha IOJaBaHE Ha TEXHHUTE
3asIBJICHHSL.

Ynen 80

3a ocurypsiBaHe Ha MOJXOAAIIA CTEICH Ha MPO3PAaYHOCT YIIPABUTEITHHUAT
ChBET TIpHEMa, BB3 OCHOBA Ha TPEIOKEHHUE OT M3IIBIHUTEIHUS
JTUpEKTop U cbryacyBaHo ¢ KomwucusaTa, mpaBuia 3a IpejocTaBsiHE Ha
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pa3IooKeHHE Ha OOIIECTBEHOCTTa Ha HMH(OPMAIMSA OT pPEeryJaTopeH,
HaydYeH WM TeXHWYECKM XapaKTep, MMalla OTHONICHHWE KBbM pa3pelra-
BaHETO WM KOHTPOJIA Ha JICKAPCTBCHUTE MPOIYKTH, KOSATO HE € KOH(H-
JICHIIaJTHA.

BorpemnuTe npaBuia u npouenypu Ha ATEHIUSATa, HEWHUTE KOMHTETH
W HEeWHHUTE pabOTHU TPYIH C€ MPEIOCTaBAT Ha pPa3IoJIoKeHUEe Ha o0Ie-
cTBeHOCTTa B AreHnusita u no MaTtepHer.

TSI V

OBl 1 3AK/IIOYUTEJIHU PA3IIOPEIBN

Ynen 81

1. Bcuuku penieHus 3a MpeoCTaBsHE, OTKa3, MPOMsHA, MPEYCTaHO-
BsIBAHE Ha JIeHCTBUETO, OTTEIVITHE WJIM OTMsHa Ha pa3pelleHus 3a
TBPrOBUS, B3E€TH B CBOTBETCTBHE C HACTOSIIMS pEIrJIAMEHT, Ce
IpUAPYKaBaT OT MOJAPOOHO H3NOKEHHWE Ha MPUYMHHTE, Ha KOUTO Ce
OCHOBaBaT. 3a BBIIPOCHUTE PEIICHUS CE YBEJOMSIBA 3aMHTEPECOBaHATa
CTpaHa.

2. TlpemocraBsiHEeTO, OTKa3bT, MPOMsHATA, MPEYCTAHOBSIBAHETO Ha
JICHCTBUETO, OTTEIISIHETO WMJIM OTMsHATa Ha pas3pelicHHE 3a ITyCKaHe
Ha Ta3apa Ha JIEKAPCTBEH MPOAYKT, NpEIMeT Ha HACTOSIIHS
perjaMeHT, ce M3BBPIIBAT NPHU MpUIaraHe Ha MPOLEAYPUTE M HA OCHO-
BAHMATA, NPEABUICHN B HACTOSIINS PETJIAMEHT.

Ynen 82

1.  3a mameH JekapCTBEH NMPOAYKT HA JaieH 3asBHUTET MOXe Ja Oble
MPEJCTAaBEHO CaMO €JJHO pa3pelleHHe.

HesaBucumo ot toBa Kowmmcusara moske Aa paspemn Ha €IWH U ChIN
3asgBUTEI A2 Mojazie 0 AreHIusATa IoBeYe OT €/IHO 3asBJICHUE 3a €IUH
U CBIIM JIEKAPCTBEH MPOAYKT, aKO CBIIECTBYBAaT OOCKTUBHU U
MOJUIS)KAIM Ha TPOBEpPKAa OCHOBAHUS, OTHACSIIN C€ 10 OOLIECTBEHOTO
3[paBe, Kacaely AOCTBIIHOCTTAa Ha JIEKApCTBEHUTE HMPOJYKTH 32 CIIy>KH-
TeMUTe OT CHCTeMaTa Ha 3/IpaBeOla3BaHETO W/WIM TANUCHTHTE, HIH
TaKWBa, OTHACAIIM CE JI0 BH3MOXKHOCTTA 32 ChbBMECTHA THPIOBHSI.

2. Tlo oTHomeHME Ha JEKAPCTBEHHWTE NPOAYKTH 3a XyMaHHa
ynoTpebda, 3a pa3pelleHUTe [0 CUIaTa Ha HACTOSIUS PErJIaMeHT JieKap-
CTBEHH TMpPOJYKTH ce mnpuiara wieH 98, maparpad 3 or Jdupexrua
2001/83/EO.

3. be3 ma ce 3acara yHMKaJHOTO W crneuuduuHo 3a OOuIHOCTTA
€CTECTBO Ha CBHABPKAHHETO Ha JOKYMEHTHTE, IOCOYCHH B WIeH 9,
naparpa¢ 4, Oyksu a), 0), B) u ) u wieH 34, naparpad 4, OyKBH OT
a) 10 J), HACTOSIIMAT PErJIaMeHT He 3a0paHsBa W3IOJ3BAHETO Ha JIBE
WIM TIOBeYe TBHPrOBCKH MoOJH(UKAIMU Ha JEKapCTBEH NPOIYKT, 3a
KOWTO € M3/a7IeHO €HO pa3pelleHue.

Ynen 83

1. Tlo wmxmouenne ot wieH 6 ot JupekrtmBa 2001/83/EO
JbP)KABUTE-WICHKH MOTaT Ja MPEJOCTaBiT JICKAPCTBEHUTE MPOAYKTH
3a XyMaHHa yrnotpeba, Cliagalid KbM KaTerOPHUTE, IMOCOYCHHU B HICH
3, maparpadu 1 W 2 OT HACTOSIIMS PETJIAMEHT, Ha Pa3IOJOKEHHE 3a
[eJUTe Ha MajuaTUBHATA YHoTpeoa.

2. Tlo cvmucena Ha HACTOAMMS WIeH ,JTAIMaTHBHA yHoTpeba“
O3HayaBa MpPEJIOCTaBsIHE Ha JIEKAPCTBEH MPOJYKT, CMajall KbM KaTe-
TOpUHTE, TIOCOYCHH B WieH 3, maparpadu 1 u 2, Ha pasnojokKeHUe Mo
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XYMaHHH ChOOpa)KeHUs] Ha Tpyla MAlMeHTH, CTPajallld OT XPOHUYHO
W TEKKO WHBAIHAW3UPANIO 3a00NIBaHE WM 3a00NsIBaHE, KOETO
MOXE Jla C€ CUUTa 3a >KMBOTO3acTpallaBalllo U KOUTO He Morar Ja
ObIaT NEeKyBaHM YAOBICTBOPHTETHO C IIOMOINTA HA pa3peleH
JEKapCTBEH MPOAYKT. BBIPOCHHAT IeKapCTBEH MPOIYKT TpsOBa 1a
Obme Wi OOEKT Ha 3asBIEHME 32 paspelleHHe 3a THProBUS 110
CMUCHJIa Ha WIEH 6 OT HACTOAILUsS perylaMeHT, WIM B IpPOLEC Ha
KJIMHUYHO U3IUTBAHE.

3. Koraro pnaneHa nbpiaBa-wieHKa C€ I10J13Ba OT Bb3MOMKHOCTTA,
npenBuzieHa B maparpad 1, ceiiara HoTHGHUIMpPa AreHuusTa 3a TOBA.

4.  Koraro ce mpenBmkIa BB3MOXKHOCT 3a MallMaTHBHA YIOTpeoOa,
KoMutersT 1o JjiekapCTBEHUTE MPOJYKTH 32 XyMaHHa yrnorpeba Moxe
Ja TIpUeMe, ClieJ KOHCYJTalMM C TPOM3BOAUTENS WM 3asBUTENS,
CTaHOBHIIA OTHOCHO YCJOBHUSTa 3a ymnoTpeba, YClOBHsATAa 32
TUCTpUOYIIUST M 1esieBuTe manueHTd. CTaHOBHUINATA TMOJUICKAT Ha
MEPUOIMYHA AKTYaJIN3aIIHS.

5. I['bp)KaBI/ITe-‘-IJICHKI/I B3€MaT 1104 BHHMAHHC BCHYKH JOCTHITHH
CTaHOBHMIIIA.

6.  AreHnuATa IMOJIbPXKA TEKYIIO aKTyaIH3HPaH CIUCHK HA MPHETHTE
CTaHOBHIL[A B CHOTBETCTBUE ¢ naparpad 4, KOHTO T4 MyOnInKyBa Ha CBOS
yeOcaiir. Unen 24, maparpadp 1 w winen 25 ce mnpwiarat mutatis
mutandis.

7.  CraHoBHIIaTa, MOCOYEHU B Maparpad 4, He 3acsrar rpaxIaHCKaTa
WIN HaKa3aTeJIHa OTTOBOPHOCT Ha MPOU3BOAUTENS WM Ha 3asBUTEINS HA
Pa3pelIeHUETO 32 ThPIOBMUSL.

8.  Koraro Owme mnpuera mporpama 3a NaJMaTHBHA YMoTpeOda,
3asBUTEISIT OCUTYpsIBA YCJIOBHS 32 TOBA, YydyacTBAalNIUTe B Hes
MANUeHTH Ja UMaT JOCTBII JO HOBHUS JIEKAPCTBEH MPOJYKT B MEpHOjA
MEXKIy Pa3pelliaBaHeTO My M HETOBOTO ITyCKaHE Ha mas3apa.

9. Hacrosmmar wieH He 3acara pasmnopendure Ha JlupekTuBa
2001/20/EO u unen 5 ot [dupextusa 2001/83/EO.

Ynen 84

1.  be3 ma ce 3acsra [IpoTOKOTBT 32 IPUBUIIETUUTE W UMYHUTETUTE HA
EBpomnelickuTte 0OIIHOCTH, BCSKA IbpKaBa-4IeHKa ONpeaesst CAaHKIIUUTE,
KOWTO cleiBa Aa ObAaT NPWIOKEHH 3a HapyllaBaHe Ha HACTOSIIUS
periiaMeHT WA Ha pasnopenoOuTe, MPHETH B CHOTBETCTBHE ChC CHIIHS,
U IpearnprueMa BCHYKM HEOOXOIUMH MEpPKH 3a TSIXHOTO IIpUIIaraHe.
Canxnuure ciieBa ja ObaaT eQeKTHBHU, Chpa3MEpPHU U BB3MHUPAIIH.

HwpxaBute-unenkan uHbopmupaT KommcuaTra 3a Te3u pasmopendu He
mo-kecHO OT 31 mexemBpm 2004 r. Te HOTH(HUIHUpAT IO BBH3MONKHO
Hal-Obp3Msd HAaYMH BCUYKM IOCIEIBAllM W3MEHEHHUs Ha pas3lnopenduTe.

2. JlppxaBuTe-wieHKH WHpOpMHpaT He3abaBHO Kommcnsra 3a
BCHUYKH ChJICOHU Jiena, 3aBelICHH 3a HapylllaBaHe Ha pasnopenouTe Ha
HACTOSIINS PETJIaMEHT.

3. Ilo wuckame nHa Arenmusgra Komucusara MoXe [1a HaJIOKH
(UHAHCOBH CaHKIMU Ha THUTYJSIPUTE Ha pa3pelieHus] 3a THPrOBHS,
MPEJOCTABCHH Ha OCHOBAaHWE HA HACTOSIINS PErJIaMEHT, aKo ChIIUTE
HE clla3BaT HAKOM OT 3aJbJDKEHMATA, YCTAaHOBEHH BBB BpPbB3Ka C paspe-
nieHusATa. MakCUMaHUST pa3Mmep, KakTO M yCIOBHATAa M METOJHUTE 3a
chOMpaHe Ha CYMHUTE IO BBIPOCHUTE CAHKIMH, CE ONPEACIAT B CHOT-
BETCTBHE C MpOLeaypara, mocoyeHa B 4ieH 87, maparpad 2.

Kommcnsita myOnmukyBa WMMeEHaTa Ha CBOTBETHHTE THTYJSIPH Ha
paspelieHusl 3a ThProBUs, pa3MepuTe Ha (UHAHCOBUTE CAHKLUHM U
[IPUYMHNUTE 3@ HAJIaraHeTo HM.
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Ynen 85

HacrosmusT permaMeHT He 3acsra KOMIIETCHIIMUTE, NPETOCTABEHH Ha
EBporieiickusi opran 1o 0e30MacHOCT Ha XPaHUTE, Ch3aACH ChIJACHO
Pernament (EO) Ne 178/2002 ().

Ynen 86

Haii-manko BeaHmX Ha Bceku JeceT roauHu Komwcusita myOiauKyBa
00001IeH JOKIa 3a ONHTA, MPUAOOUT KAaTO CIEICTBHE OT NMPHIIAraHeTo
Ha IIPOLElypUTE, ONPEAEICHU C HACTOsAWMsA pernaMeHT, B s 11l riasa
4 or HupextuBa 2001/83/EO m B amsan III, rmaBa 4 ot [dupexTuBa
2001/82/EO.

Ynen 87

1. Kowmucusita ce moamomara oT [locTossHHUS KOMHUTET TO JeKap-
CTBEHHTE TPOJYKTH 3a XyMaHHa ynortpeba, Ch3laJiecH Ha OCHOBAHUE
unied 121 ot JupextuBa 2001/83/EO u ITocTosiHHMS KOMUTET 10 JIeKap-
CTBEHHTE MPOIYKTH 3a BeTepHHApHA yroTpeda, Ch3IaJeH Ha OCHOBAHUE
unied 89 ot Jupexrusa 2001/82/EO.

2. Korato ce mpaBu TM030BaBaHE Ha HACTOsANMsA maparpad, ce
npwiarar wieHoBe 5 u 7 ot Pemenune 1999/468/EO, kato ce B3emar
IIPeIBHU Pa3openduTe Ha WiIeH 8 OT Hero.

IepuonsT, npeaBueH B wieH 5, naparpad 6 ot Pemrenne 1999/468/EO,
ce ompezelisi Ha TPH Mecella.

3. Koraro ce mpaBu mo30BaBaHe Ha HACTOsIIMs Taparpad, ce
npuiarat wieHoBe 4 u 7 ot Pemenne 1999/468/EO, karo ce B3emar
MIPEIBH] PA3MOPEA0UTe Ha WICH 8 OT HEro.

CpoksbT, nipeaBueH B wieH 4, naparpad 3 ot Pemenue 1999/468/EO,
Ce OmpeeNs Ha eIUH MeCeIl.

4. KomureTtnre npueMart CBOU NpoueaAypHU IMPaBUITHUIIU.

Ynen 88

Pernament (EMO) Ne 2309/93 ce oTmeHs.

Ilo3oBaBaHusITA HAa OTMCHEHUS PCTJIaMCHT C€ TBJIKYBAT KaToO I1030-
BaBaHWs Ha HACTOAIIUA PEIrIaMEHT.

Ynen 89

3amuTHUTE IEepUoay, IIpeABUAeHH B wieH 14, maparpad 11 u unen 39,
naparpad 10, He ce mpuiaraTr 1Mo OTHOILICHHWE Ha pedepeHTHH JieKap-
CTBCHH TIPOJIYKTH, 3a KOHTO € OWIO TONaJeHO 3asBICHHC 32
paspelieHue 3a THProBusl Mpeau JaraTa, mocodeHa B wieH 90, BTOpH

naparpad.

Ynen 90

HacTosimusT pernamMeHT BIM3a B CUJIa Ha JBafeceTHs JEH clel myOmu-
KxyBaHeTo My B Odhuyuanen secmnux na Esponeiickus cvios.

(") Pernament (EO) Ne 178/2002 wa EBpomneiickus mapiameHT u Ha ChBeTa OT
28 suyapu 2002 r. 3a ompezensiHe Ha OOIMIMTE TPHHIMIIN M W3UCKBAHHUS KbM
3aKOHOJIATEJICTBOTO B 00OJNacTTa Ha XpaHHTE, 3a Ch3/laBaHe Ha EBporeiicku
oprai 1o 0e€30MacHOCT Ha XPaHWUTe WM 3a ONpPEACISHE Ha TPOLCIypH B
obnactra Ha Oe3zomacHoctra Ha xpanute (OB L 31, 1.2.2002 r., ctp. 1).
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Upe3 neporanust OT 3ab/DKCHHETO 3a Clla3BaHEe Ha IbPBH Iaparpad
msose I, II, 1II m V ce mpumarar ot 20 moemBpu 2005 r., a Touka 3,
[ETO U LIECTO TUPE OT MPUIIOKEHUeTo ce mpuiarat ot 20 mait 2008 r.

Hacrosmusr PCTIIAaMCHT € 3aAbJDKHUTCIICH B CBOsTA LAJIOCT M CC IpHIara
IPAKO BbB BCUYKH ObPKABU-YJICHKHU.
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1IPUJIOJKEHUE

JIEKAPCTBEHU ITPOAYKTH, INPEJMET HA HNPEJOCTABAHE HA
PABPEIIEHUE OT OBIIHOCTTA

1. JlekapCcTBEHW TNPOMYKTH, MOJYYCHH YPE3 HSAKOW OT CIIEJAHUTE OWUOTEXHO-
JIOTUYHU TPOIIECH:
— pexomOunanTHa JIHK-TexHOMOTHS,

— KOHTpOJIUpaHa €KCIPECHs Ha TeHW, KOJUPAIlX OHOJOTHYHO AaKTHBHH
MPOTEUHU B MPOKAPUOTH M €YKAPHOTH, BKJIIOUMTEIHO TpaHC(HOpPMHUpaHH
KJIETKH OT 003aiHuUIM,

— XI/IG[)PIZ[OMHa TCXHUKa U MOHOKJIOHAJIHU aHTHUTCIIA.

2. JlexkapcTBeHM TPOAYKTH 3a BeTepHHApHA ymnorpeda, mpeJHa3HAueHU
HOpeIUMMHO 3a INpUIaraHe KaTro CTUMYJHpAIld CPEACTBa 3a HAachpyaBaHE
pacTexa Ha TPETUPAHUTE KUBOTHU WM IIOBUIIABAHE HA NOOUBUTE OT TPETH-
paHUTE JKHBOTHH.

3. JlekapCTBeHH TPOJAYKTH 3a XyMaHHa yrnotpeba, ChAbp)Kalld HOBO AKTHBHO
BEIIIECTBO, KOETO He ¢ Omiao paspemreHo B OOIIHOCTTa KBbM JaTata Ha
BJIM3aHE B CHJIA HA HACTOSIIMS PErJIAMEHT, TEpParieBTHYHOTO IOKAa3aHHE Ha
KOETO € JIeYEHHE Ha HSAKOE OT CIIEJHUTE 3a00JSBAHUS:

— CHHAPOM Ha Mpuao0UTaTa MMYHHA HEIOCTATBYHOCT,

— Ppak,

— HEBPOJICTCHEPATHBHO CMYIIICHHUE,

— muaber,

cuutano ot 20 mai 2008 r.:

— aBTOMMYHHH 3a0O0JIIBaHUSI M JIDYTM HapyLICHUs HA UMYHHHUTE (QYHKIINH,
— BUPYCHHU 3a00JISIBaHHSI.

Cnen 20 maii 2008 r. Komucusara moxe na BHece, Ciell KOHCYATALUU C
AreHIMATa, MOJXOJSIIO0 MPEATIOKEHNE 3a W3MEHCHHE Ha Ta3d TOYKa, a
CpBeThT — Jla NpHEME C KBAIU(HUIUPAHO MHO3MHCTBO PEIICHHE I10 TOBa
TIPeIOKEHHE.

4. JlekapcTBEHH MPOIYKTH, 0003HAYEHM KATO JIEKapCTBa CHPALH 110 CMHUCHIA Ha
Pernament (EO) Ne 141/2000.



