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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)

W3menen c

OdunmaneH BECTHHK

Ne  crpanuna JaTta
Pernament (EO) Ne 1901/2006 wa EBpomeiickus mapmament m Ha L 378 1 27.12.2006 r.
CoBera ot 12 gexemBpu 2006 roanHa

Pernmament (EO) Ne 1394/2007 na EBpomeiickusi mapiameHT W Ha L 324 121 10.12.2007 .
CsBera ot 13 HoemBpu 2007 roauHa

» M1

> M2

» M3 Pernament (EO) Ne 219/2009 Ha EBpomneiickus napnament u va CpBera L 87 109 31.3.2009 r.
or 11 mapt 2009 roauna

> M4

PermamenT (EO) Ne 470/2009 Ha EBpomnefickus mapiament u Ha CpBeta L 152 11 16.6.2009 r.
ot 6 maii 2009 roaunHa
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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.
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(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.
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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 BcekH Hepurypupall B HPHIOKEHHETO JIEKapCTBEH MPOIYKT
MOke Ja OBJIe MPEOCTaBeHO pa3pelleHue 3a ThproBus or OOmHOCTTA
B CBHOTBETCTBHE C Pa3NopeJOUTe Ha HACTOSILIMS PErJIaMEHT, aKo:

a) JIEKapCTBEHUST NPOIYKT CBHIbp)KAa HOBAa aKTHBHA CyOCTaHIMS, 32
KOSTO He € uMajo paspemeHue B OOLIHOCTTa KbM Jarara Ha
BJIM3aHETO B CHJIA HAa HACTOALIMS PErJaMEHT; WU

6) 3asBUTCIIT AEMOHCTPHUpPA, Y€ JICKapCTBCHUAT IIPOAYKT IIPCACTABIISIBA
HOBOBBBCICHHUEC OT IJICAHA TOYKA Ha HETOBaTa TEpaliCeBTU4YHA, HAy4YHa
WM TCXHUYCCKaA CTOI71HOCT, WM 49€ IPCOOCTaBAHETO HaA PaspCuICHUC
B CbOTBETCTBHUC C HACTOALIMSA PETIIAaMEHT € B MHTCPEC 3a IMAllUCHTUTE
WM 3APpaBCTO HAa XKUBOTHUTC Ha O6H.IHOCTHO PpaBHUIIC;HAIUOHATIHATA

3a WMYyHOJOTHYHHTC BETEPUHAPHH IPOIYKTH 3a JiedeHWe Ha 3abo0-
JSBaHMS 110 JKMBOTHHUTE, KOMTO Ca IPEAMET Ha MepKuTe 3a Mpodu-
maktThka Ha OONHOCTTAa, CBIOIO MOrar Ja OBJaT IPEIOCTABEHH
HOJ00HY pa3perueHusl.

3.  PaspemieHme 3a TeHepHYEH JEKApPCTBEH NPOLYKT Ha pedepeHTeH
JEKapCTBEH IPOAYKT, 3a KOHTO HMa U3MaJEHO pas3pelieHue OT
OO0muHOCTTa, MOXKE Jla ObJe MPEJOCTABEHO OT KOMIIETEHTHUTE OpraHd
Ha JBbpKaBUTE-WIEHKH B CBHOTBeTcTBHE ¢ JlupektnBa 2001/83/EO m
Jupextusa 2001/82/EO npu cria3BaHe Ha CIEAHUTE YCIOBHSL:

a) 3asBJICHUETO 3a HM3JaBaHE Ha pas3pelleHHe € MPEJCTaBeHO B CHOT-
BerctBue ¢ wieH 10 or [upexrtuBa 2001/83/EO m wumen 13 ot
Jupextusa 2001/82/EO;

0) 0000IIEHNETO HAa XapPAKTEPHCTHUKUTE Ha MPOJYKTa € BBB BCHUKHU
OCHOBHHM OTHOILIEHHS CBBMECTHMO C OOOOLICHMETO Ha BeYe
paspemienusi or OOLIHOCTTA JIGKAPCTBEH MPOIYKT, C M3KIIOYCHUE
Ha eJIeMEHTUTE OT OOOOIICHMETO Ha XapaKTePUCTHKHTE Ha JeKap-
CTBEHHs MPOMYKT, OTHACSIIM C€ O MOKa3aHWATA U JO3MPOBKUTE,
KOUTO ca Owam OOXBaHATH OT MATEHTHOTO 3aKOHOJATENICTBO 10
BPEMETO Ha THPrOBUATA C FCHEPUUYHHS JICKAPCTBEH MPOIYKT; U

B) TEHEPUYHMAT JIEKapCTBEH MPOIYKT € pa3pelleH MOJ eJHO U ChHIIO
HaNMCHOBAHHE BHB BCHYKH BPXKABH-WICHKH, B KOHUTO ca Omam
BHECEHH 3asBJCHHS 3a W3laBaHe Ha paspeureHue. [lo cMuchbia Ha
HACTOSIIATa pasrnopenda BCHUKH e3WKoBH BepcuH Ha INN (Mexmy-
HApOJHOTO HENaTeHTOBAaHO HANUMEHOBAHUE) C€ BB3IpPHEMAT Karo
€/IHO W CHII0 HAaHMMEHOBAaHHE.

M3
4.  Criel KOHCYITAllMM C KOMIICTCHTHHS KOMHTET KbM ATCHIHSATA
Komucusita Moke Ja Tpepasriefa NPHIOKCHHETO B CBETIIMHATA Ha
HAYYHO-TEXHUYECKHsSI IPOTPEC W Ja MpPHEME BCHYKH HEOOXOIMMH
U3MeHeHHsT 0e3 pasIIMpsBaHe HA INPUWIOKHOTO I0JE HA LEHTPAJIM3HU-

paHara mpoueaypa.

Te3u Mepku, IpeaHa3HAUYEHH Ja W3MEHST HECHIIECTBEHU E€JIEMEHTH Ha
HACTOSIILUSI PErJIaMeHT, ce MpHeMaT B ChbOTBETCTBHE C Ipolexypara 1o
peryiupaHe ¢ KOHTPOJI, rmocoueHa B wieH 87, maparpad 2a.

Ynen 4

1. 3asBieHusiTa 3a TOJy4YaBaHE HA pa3pelICHUATA 3a THPTOBUS,
MOCOYEHHU B WIEH 3, ce mojaBar J0 ATCHIHMSITA.
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2. OOmHOCTTa NPEIOCTaBS pa3pelICHUsATa 3a THPrOBUS C JieKap-
CTBEHH NPOIYKTH 3a XyMaHHa YIoTpeda M OCBIIECTBSBA KOHTPOI
BBPXY TsAX cbrilacHO gsi 1L

3. OOmHOCTTa TpeNoCTaBs pa3pelieHUsiTa 3a THPrOBUS C BETe-
PHHApHH JIEKAPCTBEHU MPOIYKTH M OCBIIECTBSBA KOHTPOJI BBPXY TAX
ceraacHo jsn 11

JUUT 1T

MN3JABAHE HA PASPENIEHUSA 3A JIEKAPCTBEHUTE
INPOAYKTH 3A XYMAHHA YIIOTPEBA M KOHTPOJI BbPXY
TAX

I'masa 1

IMonaBaHe M pasrie:kiaHe HA 3asBJIeHHS — pa3pelIeHUs

Ynen 5

1. Ce3paBa ce Komurer mo jekapcTBEHUTE NPOAYKTU 3a XyMaHHA
ynotpe6a. KoMUTEThT MpeacTaBisBa 4acT OT ATCHIHSITA.

2. bes na ce 3acsra uneH 56 wiu Apyry 3a7avd, KOUTO 3aKOHOJATE-
ctBoto Ha OOmHOCTTa MOXe Ja BB3JIOKM Ha Komurera mo nekap-
CTBCHUTE NPOJYKTH 3a XyMaHHa yrorpeda, MOCIEIHUST HOCH OTIO-
BOPHOCT 3a H3IOTBSHEC HA CTAHOBHIATA Ha ATCHIMATA TIO BCHYKH
BBIPOCH, Kacaellld JIOIMyCTUMOCTTa Ha JOKYMEHTAlMATa, NpeICTaBeHa
B CBOTBETCTBHEC C LEHTpAM3UpaHaTa IMpoIeaypa, MPEIOCTaBIHETO,
MpoOMSHATa, MPEYCTAHOBSIBAHETO HA JECWCTBHETO WJIM OTTEIJISTHETO Ha
paspenieHusTa 3a MyCKaHe Ha JIGKAPCTBEHH TMPOAYKTH 3a XyMaHHa
yrmorpeba Ha mazapa B CHOTBETCTBHE C pas3lopenOuTe Ha HACTOSIIHS
JSUT ¥ (papMaKoJOruyHaTa OJIUTEITHOCT.

3. Tlo uckaHe Ha M3N'BIHUTEIHUS AUPEKTOP Ha ATEHIMATA WIN MIPEa-
craBurensi Ha Komucusata KOMHTETHT MO NEKapCTBEHUTE TPOIYKTH 32
XyMaHHa yrnotpeda M3roTBsl CTAHOBHUINA 1O BCHYKU BBIPOCH OT HAYYHO
€CTEeCTBO, Kacaellld OLICHKaTa Ha JIEKapCTBEHUTE MPOIYKTH 32 XyMaHHA
ynotpeba. KomutersT oTnens mogo6aBaiio BHUMaHHWE Ha OTIIPABEHUTE
OT JIbP’KaBUTE-YJICHKH MCKAaHUs 3a MpeocTaBsiHe Ha cTaHoBuIna. OcBeH
ToBa KOMHTETHT paBa CTaHOBHUINE BBB BCHYKU CIyd4al, B KOUTO €
HAJIMIIC pAa3HOTJACME B OIICGHKAaTa Ha JICKAPCTBEHUTE NPOJYKTH B
paMKUTE Ha MpoIeAypara 3a B3aMMHO INpu3HaBaHe. CTaHOBHIIETO Ha
Komutera € 001eCTBEHO AOCTBIIHO.

Ynen 6

1.  Bcesiko 3asBieHME 3a MOJMy4aBaHE Ha pas3pelleHHe 3a ThProBHs C
JIEKapCTBEH NPOAYKT 3a XyMaHHa YHoTpeba BKIIIOYBA KOHKPETHO H
BCeOOXBATHO JAaHHUTE W JOKYMEHTHTC, TIPEABHJICHH B WIeH §,
naparpad 3, uinenoBe 10, 10a, 100 wmu 11 u npunoxenue [ kM
HupextuBa  2001/83/EO.  JlokymeHTHTe TpsiOBa Ja  BKIFOYBAT
CTAQHOBHINE, CBIJACHO KOETO KIMHWYHHUTE M3MHUTBAHMSA, IIPOBEIACHU
M3BBH TepUTOpUATa HAa EBpONEickust Chbio3, yAOBIETBOPSIBAT €THYHUTE
nm3uckBanus Ha JlupektmBa 2001/20/EO. BbmnpocHuTe HaHHH WU
JIOKYMEHTH ca cbhoOpazeHH cbc crermuduuHoto 3a  OOmHOoCcTTA
€CTECTBO Ha 3asBIICHUATA 3a M3[aBaHEe Ha pa3pelieHUs] W Iperoarar,
OCBEH B M3KJIIOUUTEIHUTE CIydaH, CBbP3aHU C NPUIAraHeTO Ha 3aKOHO-
JIATEIICTBOTO MO OTHONIEHWE Ha THPTOBCKUTE MAapKH, BKIIOYBAaHE Ha
€ITHO-CTMHCTBCHO HAUMCHOBAHHE 33 CHOTBETHHS JICKAPCTBEH IMPOIYKT.

3asBICHUETO CE NnpuJapyxaBa OT TakKCa, KOATO CJI€JBa da C€ IUIaTH Ha
AreHnmsTa 3a pasriCKaaHe Ha 3asdBJICHUETO.



2004R0726 — BG — 06.07.2009 — 004.001 — 12

2. Tlo oTHOUIEHHWE Ha JIGKAPCTBEHUTE TIPOJIYKTH 3a XyMaHHa
ynotpeba, ChABPXKAIM WA ChCTOSIIA C€ OT TCHHOMOAU(DHUIHpAHH
OpraHm3Mu TO cMuchia Ha wieH 2 ot JupextuBa 2001/18/EO,
3asIBJICHUETO CE€ MPUJPYKaBaA OT:

a) KOIHMe OT MUCMEHOTO pa3pelleHHe Ha KOMIIETCHTHHTE OpraHu 3a
CB3HATEITHO OCBOOOXK/IaBaHE B OKOJIHATA Cpelia Ha TEHETHYHO MOJU-
(unypaHu OpraHU3MH 32 HAyYHOM3CIEIOBATEIICKH LETH B CIy4auTe,
B KOMTO ToBa ¢ mpexasuieHo B dacT b ot [upexrusa 2001/18/EO
wm vact b or dupextuBa 90/220/EMMO nHa CbBera oT 23 anpuin
1990 r. OTHOCHO CH3HATEITHOTO OCBOOOJK/IAaBaHE B OKOJHATA Cpena
Ha reHeTHYHO Moauduimpanu opranusmu (1);

0) TBJIHATA TEXHUYECKa IOKYMEHTAIMs, TPEJ0CTaBsIIa HHPOPMALUATA,
n3nuckBaHa cbracHo mnpunoxkenusa I m IV kem  Jlupextusa
2001/18/E0O;

B) OLICHKaTa 3a PHCKAa 3a OKOJIHAaTa CpeJa B CHOTBETCTBHE C IIPHH-
IuImTe, N3noxkeHn B nprioxkenue I kem dupextusa 2001/18/EO; u

1") pe3yiaTaTuTre OT MNpOYyUBaHHATA, H3BBPIICHU C HAYYHOU3CJICOAOBaA-
TCJICKa 1ECJI.

Unenose ot 13 nmo 24 ot HupektuBa 2001/18/EO He ce mpwuiarar mo
OTHOIIICHHE Ha JIEKAPCTBEHM TIPOJAYKTH 3a XyMaHHa ymoTpeoa,
ChABPKALIA WM CBCTOSAIIM C€ OT TCHETHYHO MOAU(PHUIMPAHH
OpTaHHU3MH.

3. AreHuusTta ciequ craHoBHIleTo Ha KomwureTra mo jekapcTBEHHTE
MPOJIYKTH 32 XyMaHHa yrnoTpeda aa ObJe MpeaocTaBsiHo B Cpok o 210
JTHH CJIeJl TT0JIy4aBaHETO Ha BAJIMIHO 3asiBIICHHE.

BpemeTpaeHeTo Ha aHAM3a Ha HAYYHHTE JAaHHU OT JIOCHETO, TPHUIPY-
JKaBaIlo 3asABICHUETO 3a MPUAO0OMBAaHE Ha pa3pelieHde 3a ThPTOBHS,
TpsiOBa na Obae Haili-maniko 80 OHM C M3KIIOYEHHE Ha CiydauTe, B
KOWTO JOKIATYUKBT U CHIOKIATUHKBT OOSABAT, Y€ Ca MPUKIIOUNIN
M3BBPIIBAHATA OT TSAX OIEHKA MpPEId U3TUYaHETO HA TO3U CPOK.

Bb3 ocHOBa Ha HaJjIe)KHO 00OCHOBaHa MoJiOa criomeHaTusaT KomwureT
MOJKE JIa TIOUCKa yAbJDKaBaHE Ha CpPOKA Ha aHAJIM3a HA HAYYHHTE JIAHHU
OT JIOCHETO, TIPHIPYKABalIO 3asBICHHETO 3a MpuaoOMBaHe Ha
paspelieHue 3a ThProBusl.

B ciywanTe Ha JeKapCTBEHM NPOJIYKTH 3a XyMaHHa ynotpeoa,
CBABPIKAIIA WM CHCTOAIIM CE€ OT TeHHOMOAWU(DUIMPAHM OPTaHU3MH,
CTaHOBMIIETO Ha mocoueHuss Komwurer ciienBa na Obje choOpaseHo ¢
M3KMCKBAHUATA 33 €KOJOIMYHa OEe3BPEHOCT, HpeaBHIAEeHH B JMpekTHBa
2001/18/EO. B mporieca Ha OIGHKATa Ha 3asBJICHUSTA 33 Pa3peIICHUS 3a
TBPrOBUS C JICKAPCTBEHM IPOJYKTH 32 XyMaHHA yrnoTpeda, Ch/IbpiKalin
WM CBCTOSIIM C€ OT TEHETHYHO MOAMU(HIMPAHH OpPTaHU3MH,
JIOKJIQJMUKBT MPOBEXKAA HEOOXOAMMHUTE KOHCYITAallMd C OpraHuTe,
yapenenn oT OONHOCTTa WIIM THPXKABUTE-UICHKH B CHOTBETCTBHE C
Jupextusa 2001/18/EO.

4.  Bwb3 ocHOBa Ha KOHCYNTAlMA C ATEHIHATA, TbPKABUTE-WICHKH U
3auHTepecoBaHuTe CcTpaHun Komucusita HM3roTBs IMOAPOOHU YyKa3zaHHA
OTHOCHO (popmaTa, B KOSITO Clie/iBa Jia ObIAT MPEICTABCHU 3asBICHUITA
3a TOJydyaBaHe Ha pa3pelieHus.

Ynen 7
3a mesnuTe Ha M3TOTBSHETO HAa CBOETO cTaHOoBHIE KomMuTETHT 1o jexap-
CTBEHHUTE TPOJYKTH 32 XyMaHHa yrorpeda:

a) yJOCTOBEpsiBa, Y€ JAHHUTE M JOKYMEHTHTE, NPEICTaBeHH B CHOT-
BETCTBUE C wWiIeH 6, OTroBapsAT Ha H3UCKBaHWATAa Ha JlupexTuBa

() 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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2001/83/EO wu mpoBepsiBa Jand ca CHAa3eHU MPEIBUJICHUTE B
HACTOSIIIMSI PETJIAMCHT YCJIOBUSI 33 MPEIOCTaBSHE HA Pa3pCIICHUE
332 ThPrOBHS;

0) Moxe ma ce oObpHE KbM JlabopaTopus 3a OQHIMAICH JICKapCTBEH
KOHTPOJI WM JIa0OpaTopusi, MOCOYEeHAa OT JaJieHa JIbprKaBa-wWiICHKa
3a ChINATa IIeN, C MCKaHE 3a M3MHMTBAHE HA JICKAPCTBCHUS IPOIYKT
3a XyMaHHa yrnoTtpe0a, M3XOJHHUTE MaTepPHAM 32 HETrOBOTO IOJY-
YaBaHe M aKo TOBAa € HEOOXOJMMO, MEKIWHHHUTE TMPOIYKTH TMPH
HErOBOTO TIOJyYaBaHE WM JPYTd ChCTABHH HETOBH KOMIIOHEHTH,
3a [eJTUTE Ha NMPUIO0OMBAHETO Ha JIOKA3aTEJICTBA 3a yJIOBJICTBOPUTEI-
HOCTTa HAa MPWJIAraHUTE OT MPOW3BOAMTENSI U ONUCAHH B MIOKY-
MEHTHTE KBbM 3asBICHHETO METOJH 332 KOHTPOJL

B) MOXE Ja ce OObpHE KbM 3asBUTENS C MCKAaHE 3a OCUI'YpsBaHE Ha
JAHHWUTE, TPUIPYKaBalld 3asBJICHUETO, B ONMpPEAETIeH 3a TOBAa CPOK.
B cnywaute, B xouto nocoueHusT Komurer ce BB3MON3Ba OT TOBA
CBOC IIPaBO, CPOKBT, MPEABUJACH B 4ieH 6, maparpad 3, mbpBa
aliHes, ce CIUpa O MOMEHTa, B KOWTO ObJe MOJy4deHa JOIbi-
HUTEJIHO NoHckaHata uHpopManus. Ilo aHamoruyeH HAa4YMH TO3M
CPOK ce TIPeyCTAaHOBsIBA 3a BPEMETO, NPEJOCTAaBEHO HAa 3asBUTEIS
3a TIOATOTBSIHE HA HErOBUTE YCTHU WJIM ITMCMEHHU OOSCHEHUSI.

Ynen 8

1. Koraro mnaneHa nbpkaBa-ujeHKa TIOJyYd ITHUCMEHO HCKaHE OT
Komurera mo nexkapcTBeHHTE MpPOAYKTH 3a XyMaHHa ymoTpeda, Ts
u3Mpania UHPOpPMAIUATa, KaTo TMPUBEKIA JOKA3aTEeNCTBA B MMOJ3a Ha
TOBA, Y€ IPOU3BOAUTENAT HA JICKAPCTBEHHUS MPOAYKT HIM BHOCUTEIAT
Ha MPOJyKTa OT TPeTa CTpaHa € B ChCTOSHHE Ja NMPOM3BEJIE ChOTBETHUS
JICKAPCTBEH TMPOJYKT W/WIM Jla TPOBEIC HEOOXOJUMHUTE KOHTPOJHH
W3MUTBAHUS B CHOTBETCTBUE C JAHHUTE U JIOKYMEHTHUTE, MPEIOCTABEHU
CBIJIACHO YJICH 6.

2. Koraro cuere TOoBa 32 HEOOXOAMMO BBB BPB3Ka C PA3rIICIKIAHETO
Ha JajJeHo 3asABJCHHME, IOCOYEHMAT KOMHUTET MOXKe 1a IIOHCKa OT
3asBUTENS JIa TIPEeMHUHE CIIEIHalHa IMPOBEpKa Ha MSCTOTO Ha IMPOM3-
BOJCTBO Ha CBHOTBETHHS JICKAPCTBEH TNPOAYKT. II0M00HH TPOBEPKU
MoTaT Ja He ObJaT OOSIBSIBAHU MPEIBAPUTEITHO.

IIpoBepkara ce W3BBPIIBA B paMKUTE Ha CpOKa, MPEIBUACH B 4ieH 0,
naparpad 3, IbpBa anuHes, OT HHCIEKTOPH OT IbprKaBaTa-wICHKa,
MPUTEKABAIM TOAXOAANA KBATM(UKALMUS, CBHIIATE MOrar Ja ce
IpUApy’KaBaT OT JOKJIAJYMK WIK CIIEHUAINCT, onpeneneH oT Komurera.

Ynen 9

1. Arenmumsara uHopMHpa He3a0aBHO 3asBUTENS, aKO CTAHOBHIIETO
Ha KomuTtera 1o yiekapcTBEeHHTE MPOAYKTH 32 XyMaHHa yrorpeda e, ue:

a) 3asBJICHHETO HE OTrOBaps HA KPUTCPUHTE 3a W3[aBaHC Ha
paspelieHne, ChIbpKAIIM Ce B HACTOSIINS PETJIAMEHT;

0) ¢ HeoOX0IUMO J1a ce MPOMEHH OOOOIIECHHETO Ha XapaKTePHCTHKHUTE
Ha TPOAYKTa, MPEIUIOKEHO OT 3asIBHTEIIS;

B) €TUKETHTE WM JIICTOBKATA C yIIbTBAHUS B OIAKOBKaTa Ha MPOJYKTa
HE OTroBapsAT Ha W3UCKBaHUATA Ha 11 V  oT [lupexrtuBa
2001/83/E0O;

T) HEOOXOAMMO € Ja Ce MPEeJOCTaBM pa3pelieHre HpH CHa3BaHe Ha
ycJIoBHSATA, IPEABUICHN B WieH 14, maparpadu 7 u 8.

2. B cpok o 15 mHu crienr momydaBaHe Ha CTaHOBUIIETO, MIOCOYCHO B
nmaparpad 1, 3asgBHTEISIT MOXE Ja OTHpaBH 1O ATCHIUsTa ITHCMEHO
yBeJOMJICHHE, 4e OM JKkesall Ja IOHCKa NpepaslIekiaHe Ha CTaHo-
BumeTo. B To3m chmyualt 3asBuUTENST wW3mpamia Ha  ATeHIusTa
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HOPOOHN MOTHBH 32 MICKAQHETO CH B CPOK OT 60 JHHU cliel| IoJydaBaHe
HA CTaHOBHIIIETO.

B cpox no 60 mHU cien modydaBaHETO HAa MOTHBHUTE 3a HCKAHETO,
riocoueHusAT KoMuTeT rnpepasriexia CBOeTo CTAHOBHIIE B ChOTBETCTBHE
C YCIIOBHATA, YCTAHOBCHH B 4ieH 62, maparpad 1, 4eTBbpTa ajlHEs.
KbM OKOHYATEIHOTO CTAHOBHWIIE C€ MPUKPENST NMPUYUHHUTE 3a Harpa-
BEHOTO 3aKJIFOYCHUE.

3. B cpok no 15 nHM ciex HEroBoTo NnpreMaHe ATEHIUATA U3Mpalia
OKOHYATEIHOTO CTaHOBHIIE Ha mocouyeHus Komurer no Kowmucwsira,
IbP)KABUTE-WICHKH W 3asBUTENS, 3aelHO C JOKJIAJ, B KOWTO ce
ChAbpKA OINMCAHME HA OICHKATa Ha JICKAPCTBCHUs MPOLYKT OT
Komurera n u3noxkeHne Ha MPUYUHUTE 32 HETOBOTO 3aKIIFOUCHHE.

4. Tlpu craHOBHIIE B I0J3a Ha MPEIOCTABSIHETO HA pa3pelicHHe 3a
MyCKaHe Ha CHOTBETHHUS JICKAPCTBEH MPOAYKT HA Ta3apa KbM CTaHO-
BHUILETO CE MPUJIAraT CIACAHUTES TOKYMEHTH:

a) TIPOEKT Ha 00O0OIIeHNEe Ha XapaKTEPUCTHKHUTE HA MPOJIYKTa ChIJIACHO
aneH 11 ot [upextusa 2001/83/EO;

0) maHHM 32 YCJIOBHATA WJIM OTPAHUYEHUSTA, KOUTO CieABa Ja Obaar
HAJIO)KEHW BBPXY MJOCTaBKMTE WJIM yNoTpebara Ha ChOTBETHHS
JIEKapCTBEH IMPOJIYKT, BKIIOYUTEIHO YCIOBHATA, NPU KOWUTO JeKap-
CTBEHHUSAT IMPOAYKT MOXKE Jla C€ IMPEJOCTaBs Ha MAalMEHTH B CHOT-
BETCTBUE C KpuUTepuure, wu3nokeHn B 11 VI ot [upextuBa
2001/83/EO:

B) AHHU 3a TPENOPHUYUTEITHUTE YCIOBUS WM OrPAHUYCHHATA T10
OTHOILIICHHE Ha Oe3BpenHaTa W edekTuBHA ymoTpeba Ha Jekap-
CTBEHHS MPOJIYKT;

I) TIPOSKT Ha TEKCTa HA CTUKETUTE W JIICTOBKAaTa C YIBbTBAHUS B
OMAKOBKAaTa, MPEJIOKEH OT 3asBUTENS, MPEACTABEH B CHOTBETCTBHUE
¢ st Voot Hupektusa 2001/83/EO,;

JI) JTOKJIaabT 32 OIEHKATa.

Ynen 10

1. B cpok ot 15 nau cnen moxy4aBaHeToO HAa CTAHOBHILETO, IIOCOYEHO
B wieH 5, maparpad 2, KoMmucusTa moAroTBs MpOEKTOPEIICHHE, KOETO
na Obae B3eTO MO OTHOIICHHE Ha 3asBICHHUETO.

B cimydawrte, B KOMTO [afieHO INPOEKTOpENIeHHe NPeABUKAA Mpenoc-
TaBgHE HA pa3pelIcHHEe 3a TBHPrOBHA, CBHIIOTO BKIIOYBA WM CE
[030BaBa Ha JOKYMEHTHUTE, MOCOYeHH B wieH 9, maparpad 4, OykBu

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

B caydante, B KOMTO IPOEKTOPEUIEHUETO HE CHOTBETCTBA HAa CTaHO-
BumieTo Ha Arennusta, Komwucusita mpunara moapoOHO OOsCHEHHE 3a
IIPUYMHUTE 3@ PA3HOIJIACUETO.

TIpoeKTOpeIIeHNEeTO ce M3MpaIia Ha IbP)KaBUTES-WICHKU U Ha 3asiBUTEIIS.

2. Komwucusita mpuemMa OKOHYATEIHO pEIICHHE B CHOTBETCTBHE C
mpoleypaTa, mocoyeHa B wied 87, maparpad 3, B cpok g0 15 maHm
Clie/l IPUKITFOYBAHETO .

3. TIOCTOSIHHHSAT KOMHTET MO JICKAPCTBEHHUTE MPOIYKTH 33 XyMaHHA
ynotpeba, mocodeH B wieH §7, naparpad 1, Kopurupa cBosi MmporenypeH
MpaBUITHHUK, 33 Jla B3eMe I10J] BHHMaHWE BB3IOKEHHTE My 3a1aud
CBIJIACHO HACTOSIINS PErJIaMeHT.

B cnoTBercTBHE C BBIIPOCHUTE KOPCKIUU:

a) CTAHOBHUINETO Ha MOCOYeHHs I[lOCTOSHEH KOMHUTET TpsiOBa 1a ce
MPEJIOCTaBu B MUCMeHa (opma,
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0) Abp)KaBUTE-WICHKU pasmnojiarar ¢ 22 JHU 3a M3IMpallaHe Ha CBOHTE
MMUCMEHHU 3a0eJIeKKU 1o TpoekropernieHuero 10 Komwucusita. Hesa-
BUCHUMO OT TOBa aKO € HajHlle HEOOXOAMMOCT OT B3eMaHe Ha
CIELIHO peIleHue, MPeACEeAaTeNAT MOXKE JAa OMNpelNelH IO-KPaTbK
CPOK B 3aBHCHMOCT OT HEOTJIO)KHOCTTa Ha BBIpPOca. BBIPOCHUAT
CpPOK HE MOXe Ja ObJe MO-KpaThbK OT 5 JHH, OCBEH INpPH H3KIIO-
YUTETHU OOCTOSTENCTBA;

B) IBPKABUTE-WICHKH MOTaT Ja OTHPaBAT IHMCMEHO MHCKaHe 3a
00CHKIaHe Ha TIPOEKTOPEIICHHEeTO, IT0coYeHo B maparpad 1, Ha
IUICHApHO 3acelaHue Ha cromeHatust [IoCTOSHEH KOMMTET, Karo
mocodar HmoApoOHATa CH apryMEeHTAIHs 3a TOBA.

4. Koraro cbriacHo craHoBuiieTo Ha Komucugra ITHCMEHHTE
3a0eneXKn Ha JaJieHa JbpKaBa-wiICHKa IIOBJWUTAaT HOBH BAXKHU
BBIIPOCH OT HAYYHO WJIM TEXHHYECKO €CTECTBO, KOMTO HE Ca IMPEaMEeT
Ha pa3riiexJaHe B MPEJIOCTaBEHOTO OT ATCHIMATA CTAHOBHIIE, Tpejce-
JATENIAT TPEYCTAHOBSIBA W3IBJIHEHHUETO Ha IIpoleaypara W Bpblia
3asBJICHUETO Ha ATCHIUATA 32 HOBO PasIJIeKJIaHe.

5. Kowmmucusta mpuema pasnopenourte, HEOOXOIUMH 3a H3ITbJIIHCHHE
Ha maparpad 4, B CbOTBETCTBHE C MpOIleaypara, ocoueHa B 4jeH 87,

naparpad 2.

6.  AreHuusTa pasmpoCTpaHsABa JOKYMEHTHTE, ITOCOYCHU B WieH 9,
naparpad 4, Oykeu a), 06), B) U T).

Ynen 11

AKO 3asBHUTENl OTTETNIM MOJAICHO 10 ATEHIUATA 3asBICHUE 3a MPUIO0-
OuBaHe Ha pa3pelICHWE 3a THProBHs, Opeau AreHuusTa aa [gaje
CTaHOBHIIE IO BBIPOCHOTO 3asBICHUE, 3asBUTEIAT CHOONIaBAa Ha
ATeHIMATa MPUYMHUTE 32 TOBa CBOE JCHUCTBHE. ATCHIMATA TMPaBU
Tasu uHpopMarus OOIIECTBEHO JOCThIIHA M MyOJIMKyBa JOKIaga 3a
OIlCHKAa, aKO CBINECTBYBa TaKbB, CIEJ 3aIMYaBaHETO Ha IUIaTa
uH(OpMANKs, PEeICTaBIsIBaIla ThPrOBCKA TaifHa.

Ynen 12

1. M3pmaBaHeTo Ha pa3pelieHHE 3a ThPrOBUS MOXeE Jia ObJie 0TKa3aHo,
aKo cJeJl IpOBepKa Ha JaHHHTE M JOKYMEHTHTE, MPEICTABEHH B CHOT-
BETCTBUE C WieH 6, Ce YCTaHOBH, Y€ 3asBUTEISAT HE € JOoKazal IO
TTOJIXOISI HAUMH WM B JIOCTaThYHA CTEIEH KauyeCTBOTO, O3BPEIIHOCTTA
WM e(pUKACHOCTTAa Ha JIEKAPCTBEHHS MPOIYKT.

WznaBanero Ha paspelieHMe ce OTKa3Ba IO NOAO0OSH HAaYyMH W B
Clly4anTe, KOTaTo OCHTYPEHHTE OT 3asBHUTENS JAaHHU WIN JOKYMCHTH B
CHOTBETCTBHE C WICH 6 ca HETOYHH, WIIH aKO CTUKETHTE M JIMCTOBKATA C
VI'BTBaHMS B OTMAKOBKATA, MPEJIOKEHH OT 3asBUTENS, HE ChOTBETCTBAT
Ha 151 V ot Jupekrura 2001/83/EO.

2. OTka3bT 3a M3/1aBaHe Ha paspelieHue 3a Thproeus Ha OOIIHOCTTA
mpeamosara 3abpana 3a MycKaHe Ha masapa B rpanunute Ha OOmHOCTTa
Ha CHOTBETHHS JIEKAPCTBEH MPOJYKT.

3. HHq)OpMaHHHTa OTHOCHO BCHYKHM OTKa3l W NPUYUHHUTC 3a TIX €
O6HI€CTBCHO JOCTbhIIHA.

Ynen 13

1. M2 be3 nma ce 3acsrar pasnopendure Ha wieH 4, maparpadu 4
u 5 or Hdupekrusa 2001/83/EO, paspemieHHeToO 3a IyCcKaHe Ha Iasapa,
MPEIOCTABEHO CBINIACHO HACTOSIIHS PErJIAMEHT, € BAIWIHO 3a IiUIaTa
O6uHocT. < Pa3zpenieHreTo nmpeIocTaBsl eHAKBU MpaBa M 3aIbIDKCHUS
BBB BCSKa OT [IBbPIKABUTC-WICHKA M € PABHOCTOWHO HA HM3IaJCHO OT
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ChOTBETHATA IbpKaBa-wIeHKa pa3pellieHne 3a ThProBUs B ChOTBETCTBUE
¢ wieH 6 ot HupektuBa 2001/83/EQ.

PazperrennTe ekapcTBEHN MPOAYKTH 32 XyMaHHA yIoTpeba ce BIHCBAT
B Perucrbpa Ha jekapcTBeHUTe NMpoayKTH Ha OOLIHOCTTA M HA CHIIUTE
ce MpegocTaBsi HOMeEp, KOUTO GHUIypupa BbPXY TSIXHATa OMAKOBKA.

2.  Horuduxanusra Ha paspelicHUsITAa 32 ThPrOBUs Ce MyOIMKyBa B
Oduyuanen eecmuux na Eeponeiickus cvio3, KaTo IO-CHEIHATHO Ce
[OCOYBAT Jarara Ha UW3/JaBaHe Ha CBOTBETHOTO pa3peIlICHHE U
HOMEpBT, MOJ] KOWTO CHIIOTO € BhHcaHo B Perucrbpa Ha OOIIHOCTTA,
KakTO M MEXKAyHApOJHOTO HeraTeHToBaHo HaumeHoBaHue (INN) Ha
aKTUBHATA CyOCTAaHIMS HA JICKAPCTBEHHWS MPOIYKT, Heroara (apma-
1eBTHYHA (hOpMa M EBEHTYATHHs aHATOMHUYEH TEparieBTHYCH XUMUYEH
kox (ATC).

3. Arenumsra myOnuKyBa He3a0aBHO JOKJIana OT OLEHKaTa Ha JeKap-
CTBEHMs MHPOIYKT 3a XyMaHHa ymnorpeba, cbcraBeH oT Komwurera mo
JIEKapCTBEHUTE MPOAYKTH 32 XyMaHHa ymnoTpeda, W NpUIMHHUTE 32
CBOETO CTAHOBHUILE B I10J3a HA IPEJOCTABSIHETO HA pa3pelleHUue, Clel
KaTo 3aJM4M Ipuiata MHGOpMAIMs, MpeicTaBisiBalla ThProBcka TaifHa.

EBponeiickusatT pokman 3a oOmectBeHa oneHka (EPAR) Bkirousa
MUCMEHO 0000IIIeHHe, ChCTABEHO MO pa3dHpaeM 3a OOIIECTBEHOCTTA
HauuH. OOOOLIEHUETO ChIbpKa IO-CHELUAIHO pa3fiell, CBbP3aH C
yCIIoBUsATa 32 yNoTpeda Ha ChOTBETHHS JIEKApPCTBEH MPOIYKT.

4.  Cruen mpemocTaBsSHETO Ha pa3pelleHHe 3a ThPTOBHs, TUTYISIPBT Ha
paspernieHneTo MHGOPMUpPA ATEHIHMATA 33 JaTUTE HA JICHCTBUTEITHHUTE
MpofaXOW Ha JICKApCTBEHHs MPOAYKT 3a XyMaHHa yrnotpeba B
Ibp)KABUTE-WICHKH, KAaTO B3eMa 10l BHUMaHHE  Pa3IMIHUTE
pa3peIeHH TIPEACTABSIHUS.

OcBeH TOBa THUTYSAPHT HOTUGHLIUpPA ATEHIMATA 332 EBEHTYAJHOTO
BPEMEHHO WM IOCTOSHHO MPEYCTaHOBSBAHE Ha IMyCKAaHETO HA I1a3apa
Ha CHOTBCTHMS MPOAYKT. Ta3zu HOTHU(UKALM ce OTIPaBs HE MO-MAJIKO
OT 2 Mecela IMpead IPeyCTaHOBSBAHETO HAa IMyCKAaHETO Ha Mas3apa Ha
HPOAYKTa, OCBCH B CIIy4ail Ha M3KIFOYHTEIHH OOCTOSTENICTBA.

ITo uckane Ha AreHIMATA, MO-CIEIMATHO B KOHTEKCTa Ha (hapMaKoJio-
ru4Hata OJWTENTHOCT, THTYJSIPBT Ha Pa3peIICHHETO 3a ThPTOBHUS
ocUTypsiBa Ha ATEHIUWSATa BCUYKU JaHHU, OTHACSINM ce 0 obema Ha
nposaxOUTe Ha JIEKApCTBEHUs TPOJYKT Ha OOLIHOCTHO pAaBHHUIIE,
pasmnpeesieHu 10 IbPXKABU-WICHKH, KaKTO W BCUYKH TAHHU 3a KOJIMYe-
CTBOTO Ha MPENNHCAHUTE JICKAPCTBA, C KAKBUTO PAa3Iojara TUTYJSPBHT.

Ynen 14

1. be3 ma ce 3acsrat pasnopendure Ha naparpagu 4, 5 U 7, CPOKBT
HA pa3pelICHUSTA 32 THPTOBHUS € ICT TOJMHH.

2. CpokbT Ha pa3pemIeHHEeTO 3a THPTOBHSA MOXKeE Ja ObIe MPOIbIKEH
cliell IeT FOAMHM Bb3 OCHOBA HA M3BBPILEHA OT ATEHLUATA INPEOLCHKa
Ha CHOTHOILEHUETO MEXKIY PHCKa U IOJ3aTa.

3a Tasu e TUTYJIAPBT HA PA3pPCLICHHETO 32 ThPrOBUSI MPEIOCTaBs Ha
AreHnumaTa 0000IIeHa BepcUsl Ha JIOKYMEHTAIMATa OTHOCHO Kaue-
CTBOTO, Oe3BpeAHOCTTa W  e(PHUKACHOCTTAa, BKJIIOYBAIA BCHYKU
MPOMEHHU, BHECEHHU CJIe/I MOMEHTA Ha TPEIOCTaBIHETO Ha Pa3pelIeHUETO
3a THPrOBHUS, HAMi-MaJIKO IIECT MECela MPead M3THYaHEeTO Ha CPOKa Ha
pa3pelieHneTo 3a Thbproeus mo maparpad 1.

3. Cnen ynbiDKaBaHETO Ha HETOBHUS CPOK pa3pelieHHeTo 3a ThProBUs
OcCTaBa B CHJIa 32 HEOIpEJesIeH epHo OT BpeMe, ocBeH ako Komucusra
HE pelr TOopagd OCHOBATENHHM CHOOpaKeHHs, Kacaemu (apmakoo-
ruyHata OJMTENTHOCT, Ja TpPOABIDKH C TPEAOCTaBIHE Ha HOB
METTOIUIIEH CPOK ChIVIacHO maparpad 2.
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4.  Bcsko paspelieHHe, KOeTO He € IOCICIBAHO OT JICHCTBUTEIIHO
myckaHe Ha maszapa Ha OOIIHOCTTa HAa JIEKapCTBEHHUS MPOIYKT 3a
XyMaHHa yrnoTpeba B paMKHUTe HA TPH TOJMHHU CIeJ HM3IaBaHe Ha
CHOTBETHOTO pas3pelieHue, ryonu BaIUAHOCTTA CH.

5. B caywamrte, xorato mycHaT TpeaW TOBa HAa Ta3apa pa3perieH
JIEKapCTBEH IIPOAYKT Beue HE IIPUCHCTBA pealHO Ha Iasapa B
NPOABDKEHHE HA TPH  IIOCIEAOBATEIHH TOMUHH, CBOTBETHOTO
paspemieHre ryOu BaluJIHOCTTA CH.

6. Tlpu MBKIIOYMTEIHU OOCTOSATENICTBA W TOPaAM CHhOOPAKCHHUS,
CBBpP3aHH C OOIIECTBEHOTO 3xapaBe, KommcusaTa MOXE Ha paspern
U3KIIOYEHHs OT chazBaHeTro Ha maparpapu 4 u 5. IlogoGuu
M3KIIFOYCHUST TpsiOBa 1a OBbJAT HAIUIC)KHO OOOCHOBAHHU.

7. CJIG[I KOHCYJITalluK CBhC 3asiBUTCIISI MOXKCE J1a 6'[),[[6 npeaoCTaBCHO
pa3pcCuICHue, CbAbpIKaIIo HAKOH CHCHI/IQ)I/I‘IHI/I 3aAbJKCHUA,
TIOICKAIIM Ha CXKETOAHO MPEPasriIcKaaHe OT CTpaHa HaA arcHUuATa.
CHuChKBT Ha TE3H 3a1bJDKCHUSA € O6HI€CTBCHO JOCTBIICH.

Upe3 neporammsi oT maparpad | TakoBa paspellieHHe HMa CPOK Ha
JECTBUE OT e/lHa T'OJIMHA, ITOJUIEKAI Ha MPOABIDKaBaHE.

Komucusrta mpueMa periiaMeHT, ¢ KOUTO ce MPeABIKIAT pa3nopendu 3a
MPEJOCTaBSIHE Ha IMOJOOHHM paspelieHus. Ta3u Mspka, MpelHa3HaYeHa
Jla M3MEHU HECHIIECTBEHU eJIEMEHTH Ha HACTOSIIHS perjaMeHT upes3
JOIBJIBAHETO My, CE€ MpHEMa B CHOTBETCTBHME C MpPOLEAypaTa Mo pery-
JHpaHe ¢ KOHTPOJI, MocoueHa B wieH 87, maparpad 2a.

8. Ilpym WBKIIOYHTENTHH OOCTOSTENCTBA M CIIeN TPOBEKIaHE Ha
KOHCYJTAllMK ChC 3asBUTENII MOXKE Ja C€ MPEJOCTaBH pa3pelieHHUE,
MPUIPYKEHO OT OTIPABCHO KbM 3asBUTEINISI W3MCKBAHE 332 BHBEXKIAHC
Ha KOHKPETHH MPOLEAYPH, MO-CHEIUaTIHO TaKhBa, Kacaelm Oe3Bpe-
HOCTTa Ha JICKAPCTBEHHs MPOIYKT, H YBEIOMSBAaHE Ha KOMIICTCHTHHUTE
OpraHM 3a BCEKH IPOU3TUYAIl OT HEroBara yrnorpeda WHIWACHT U
JEHCTBHATA, KOUTO Aa OBJAT MpeAnpHeTH. TakoBa pa3pelicHHE MOXKe
Jla ce MPEOCTaBsi CANHCTBEHO MO OOCKTHBHH, MOIC)KAIIN HAa TIPOBEPKA
NPUYUHA W TpsaOBa Jia Ce OCHOBaBa Ha €IHO OT ChOOPAKEHUATA,
nocoueHu B mpuioxkeHue | kpm JupekrtuBa 2001/83/EO. Tlpoabmxka-
BAaHETO HA CPOKa Ha pa3pelICHHETO € CBBP3aHO C EKEerojHaTa
MIPEOIICHKA HA BBIIPOCHHUTE YCIOBHSI.

9. B ciyuaute, Koraro € IOJAJEHO 3asBICHUE 3a pa3pelIeHHE 3a
TBProBUSI C JIEKAPCTBEH MPOIYKT 3a XyMaHHa yHoTpeba, KOWTO HMa
CBIECTBEHO 3HAUYECHHE 3a OOIIECTBEHOTO 3ApaBe M KOHTO Hail-Bede
IPE/CTaB/IsiBA HOBOBBBEIEHHE OT TEpaleBTUYHA IJIe[HA TOYKa,
3agBUTENAT MOXKE Ja OTIPaBM MCKaHE 3a W3MBIHEHHE Ha YCKOpEHa
Ipoleypa 3a oneHsBaHe. VckaHero TpsOBa nma Obae HaIeKHO 00OC-
HOBAHO.

Axko KoMHTETHT MO JICKQpPCTBEHUTE MPOAYKTH 3a XyMaHHa yroTpeoda
MpUeMe HCKAaHEeTO, CPOKBT, MPEIBHICH B wieH 6, maparpad 3, mbpa
ajMHesi, ce HamajsiBa Ha 150 mHwu.

10.  Ilpu mpuemaHeTo Ha cBOeTO cTaHOBHUIIe KOMHTETHT TO Nekap-
CTBEHMTE IPOAYKTU 3a XyMaHHa yNoTpeda BKIIOUBA IPEUIOKEHUE,
Kacaello KpUTepUHTe 3a MpeINuCcBaHe WM ynoTpeda Ha JeKapCTBEHHUTE
IPOAYKTH B choTBeTcTBHE ¢ wieH 70, maparpad 1 ot [upexrusa
2001/83/EO.

11. be3 ToBa ma 3acsra 3aKOHOJATEJCTBOTO 3a 3allUTa HA WHIY-
CTpUajlHaTa M THPrOBCKAa COOCTBEHOCT, JIEKAPCTBEHHTE NPOIYKTH 3a
XyMaHHa yrnortpeba, paspelieHd B ChOTBETCTBHE C pa3nopeaduTe Ha
HACTOSIIIIMS perjaMeHT, ce IMOJI3BaT OT IpPaBO 3a 3alllUTa Ha JAHHUTE
32 OCEMIOJIMIICH TIEPHOJ M OT MpPaBO Ha Ta3apHa 3alMra 3a JIeceT-
TOAWIIEH IEePUOM, TPH BB3MOXKHOCT 32 YABJDKABaHE Ha TOCIETHHS
nepuoj 10 MakcuMyMm 11 roawHM, ako 1Mo BpeMme Ha IbPBUTE OCEM OT
o010 JeceTTe TOAWHH TUTYJSIPBT Ha pPa3pelieHHETO 3a ThProBHUs
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npuzodue paspelleHHe 3a €IHO WIM II0BeYe HOBM TepaneBTUYHU
[I0Ka3aHMs, KOUTO B XOJa HAa HayyHaTa OLEHKA, IpellecTBalla H3Ja-
BaHETO Ha Pa3pENIeHHETO, MPETOCTaBAT JOKA3aTeNCTBa 33 OCUIypsBaHE
HAa 3HAYUMU KIMHWYHU II0JI3M B CPABHEHUE C JAPYIU CBIIECTBYBAILU
Tepanuu.

Ynen 15

IpenocTaBsiHeTO Ha pa3pellieHHE HE 3acsra MPOU3THYAIlaTa OT Tpax-
JMAHCKOTO WJIM HAKA3aTEeJIHOTO IPABO OTTOBOPHOCT HA MPOU3BOIUTEIS
WK TUTYJISpa HA Pa3pelieHreTo 3a ThProBUS CHIVIACHO HAIMOHAITHOTO
3aKOHO/IATENICTBO HA JbPIKABHTC-UICHKH.

I'maBa 2

KOHTpOJ’l U CAaHKIUH

Ynen 16

1. Cnen npenocTaBsiHe Ha paspelieHre B ChOTBETCTBHE C HACTOSIIHS
pErNaMeHT, TUTYJISAPHT Ha PA3pENICHHETO 3a THPIOBHUS C JIEKAPCTBEHUS
HPOYKT 38 XyMaHHa yrnotpeba B3eMa I110]] BHUMAHHE [0 OTHOIICHUE Ha
METOJMTE 32 MPOHM3BOJACTBO M KOHTPOJN, MNPEIBUACHH B YlieH &,
naparpa¢ 3, Oyksu T) u 3) ot Jupekrtua 2001/83/EO, moctmxeHnsnTa
Ha HAYYHO-TEXHHYECKHUsI MPOTPEC M M3BBPIIBA BCUYKH TPOMEHH, KOUTO
MOraT Ja Ce W3KCKBAT, 3a JIa MOXE JIEKAPCTBEHHST MPOIYKT 1a Oble
NPOU3BEXKIAH M IPOBEPSABAH C IIOMOIITA HA OOIIONPUETHTE HAYYHU
Meromu. TUTYIApBT 3asBsiBA HCKaHETO CH 3a OJ00psiBaHe Ha
BBIIPOCHHUTE MIPOMECHU B CHOTBETCTBHE C HACTOSIIUS PETIIAMEHT.

2. TurynsapbT Ha pa3pelIeHUETO 32 ThPrOBUS MPEIOCTaBs He3a0aBHO
Ha Arenuusra, Komucusita 1 Abp’KaBUTe-1WICHKH BCSKa HOBOIIOSIBUJIA CE
uHpopMaIus, KOSITO MOXe Aa Ch3Iaae HEOOXOIUMOCT OT BHACSHETO HA
MIPOMEHH B JIAHHUTE WM JOKYMEHTHTE, ITOCOYCHU B WieH 8, maparpad
3, umenose 10, 10a, 106 u 11 or HupextuBa 2001/83/EO, B
npwiioxkeHue | KpM chllata win B wieH 9, maparpad 4 OT HACTOSIIHS
perjaMeHT.

IMo-cnenmanto Toi mHpopMHpa HezabaBHO AreHnwusta, Komucusira u
JbP)KABUTE-WICHKH 32 BCsAKa 3a0paHa WM OTpaHHYCHHUE, HAIOKEHU OT
KOMIICTEHTHATE OpPraHd Ha HSKOS OT JbP)KABUTE-WICHKH, B KOSATO CE
TBHPryBa JIEKApCTBEHMAT IMPOAYKT 32 XyMaHHA yHoTpeda, KakTo H 3a
BCsIKA MH(OpPMAIUs, KOSTO MOXKE Jla OKaKe BIHMSHHE BBPXY OICHKAaTa
HA MOJ3aTa W PHCKa OT CHOTBETHHS JICKAPCTBEH MPOMYKT 33 XyMaHHA
ynotpeba.

3a 1enuTe Ha TEKyIlaTa OLIEHKa Ha CBHOTHOIIEHHETO MEXIY pUCKa U
royizaTa AreHIusATa MOXKE Jla M3UCKa IO BCSKO BpPEeME OT THUTYJspa Ha
pa3pelIeHUeTo 3a ThProBUsA Ja MPEJOCTaBU JaHHHU, OCUTYpsBaIlU J0Ka-
3aTeliCTBA 32 CHXPAHSBAHETO Ha OJArONPHATHHS XapakTep Ha ChOTHO-
IIEHUETO MEXIy PUCKa U Ioj3ara.

3. AKO TUTYIpBT Ha Pa3pelIeHHETO 3a JIEKapCTBEHUs IPOIYKT 3a
XyMaHHa ynorpeba mpejjiara BHAacsiIHE Ha NPOMEHHU B JAHHHUTE U JIOKY-
MEHTHTE, NOCOYeHH B maparpad 2, CBHIOMAT II0JaBa CHOTBETHO
3asBJICHUE 10 ATeHLUsTA.

4. Cnen xkoucyntamms ¢ Arenuusarta Komucusita mpueMa moaxoasiu
pasmopendu 3a pasriiekaaHe Ha MPOMEHHTE B pa3pelieHHsTa 3a
THproBusi mox ¢opMara Ha periJaMeHt. Te3u MepKH, HpeIHa3HAueHU
Jla M3MEHAT HECBIIECTBEHH EIIEMEHTH Ha HACTOSIIHS perJIaMeHT upe3
JIOITBIIBAHETO MY, C€ IpHeMaT B ChOTBETCTBUE C IPOLEAypaTa Mo pery-
JMpaHe ¢ KOHTPOJI, IocoueHa B wieH 87, maparpad 2a.
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Ynen 17

3asgBUTCIIAT WK TUTYJSIPBT Ha PA3pCHICHUCTO 3a ThPrOBHUsS HOCHU OTTO-
BOPHOCT 3a TOYHOCTTa Ha MNPEAOCTABEHUTE NAaHHW U JOKYMCHTH.

Ynen 18

1. Mo ce oTHacs 10 JIeKapCTBEHHUTE NMPOAYKTH 338 XyMaHHA yroTpeoa,
OpoU3BeACHN Ha Tepuropusita Ha OOLIHOCTTAa, KOHTPOJHH OpraHd ca
KOMIICTEHTHUTE OpraHd Ha JbpXKaBaTa-wieHKa WM JIbpPIKaBHUTe-
YJICHKH, MPEJOCTABUIIM PA3PEIICHHETO 3a IMPOU3BOACTBO, MPEABUICHO
B wrieH 40, maparpad 1 or dupexkrusa 2001/83/EO, mo oTHOmEeHHE Ha
CHOTBETHHSI JIEKAPCTBEH MPOJIYKT.

2. Illo ce oTHacs A0 JIEKAPCTBEHHUTE NPOAYKTH, BHECEHU OT TPETH
CTpaHH, KOHTPOJIHA OPTaHM ca KOMIICTCHTHHUTE OpPTaHH Ha JIbpiKaBaTa-
YIEHKA WM Jbp)KaBUTE-WICHKH, IPEJOCTABHIN Pa3PELICHUETO, IMpe.-
BuneHo B wreH 40, maparpad 3 ot JwupexrmBa 2001/83/EO, Ha
BHOCHTEINS, OCBCH aKO HE Ca CKJIIOYCHH MOAXOMSIIM CIIOpPa3yMEHUs
Mexay OONHOCTTa W CTpaHAaTa W3HOCHTEN W IIPOM3BOJUTEIAT HE
Hpuiara CTaHIapTH 3a J00pa INPOHM3BOJCTBEHA IIPAKTHKA, KOUTO Ca
Hal-MaJIKO €KBMBAJIECHTHH Ha CTaHJApTHUTE, ycTaHOBeHH oT OOIHOCTTA.

Janena pgbpikaBa-uJieHKa MOXKE Jla IIOUCKAa CBAEHCTBHE OT Jpyra
IbpKaBa-wIeHKa WA OT ATEHIHATA.

Ynen 19

1. HamzopHute OopraHd OTroBapsT 3a NMPOBEPSBAHETO 32 CMETKA Ha
OOIIHOCTTa, Y€ TUTYJISIPBT Ha Pa3pelICHUETO 3a THhPrOBUS C JieKap-
CTBEHHs TIPOJYKT 3a XyMaHHa ymoTpeda WIM pPETHCTPUPAHUIT B
OOIIHOCTTa TPOM3BOJUTEN MJIM BHOCHTEN OTrOBapsl HAa HM3MCKBAHUSTA,
ompexnenenn B jsutoe [V, IX u XI or dupekrusa 2001/83/EO.

2. B cnywaunte, xorato B ChOTBETCTBHE ¢ wieH 122 ot JupexTtuBa
2001/83/EO Kowmucusra 0b1e HHPOPMHUpaHA 32 CEPHO3HU PA3HOTIIACHS
MEXIy IbpP)KAaBUTS-WICHKM OTHOCHO TOBA, Nl TUTYJSIPBT HA paspe-
IICHUETO 32 THPTOBHS C JEKapCTBEHHS NPOIYKT 3a XyMaHHA ymoTpeba
WM perucrpupanusar B OOIIHOCTTa NPOU3BOAMUTEN WM BHOCHUTEN
OTroBaps Ha W3HCKBaHUATA, mNocoueHn B maparpad 1, Komwcusra
MOXe€, Cl€Jl KOHCYITallud CbC CHOTBETHUTE JIbPJKaBU-WIECHKH, Ja
OTHpaBH HMCKaHE 3a MpeanpHeMaHe Ha HOBA IIPOBEpPKa Ha TUTYJSIpa Ha
pa3pelIeHNeTo 3a THPrOBHSA, IPOMU3BOAUTENS WM BHOCHUTENS OT
MHCIIEKTOP OT KOHTPOJIHMS OpraH; BBIPOCHHUAT HHCIEKTOp Ce
puApykaBa OT JABaMa MHCIEKTOPH OT Jbp)KaBH-WICHKH, KOUTO HE ca
CTpaHa IO CIOpa, WIK OT JBaMa eKCIepTH, ompeaeneHu oT Komwurera
M0 JIEKapCTBEHUTE MPOIYKTH 3a XyMaHHa yHoTpeoa.

3. Tlpu M3NBJIHGHHE HA YCIIOBHUsTA HA CIIOPAa3yMCHUsTA, CBCHTYaJIHO
ckioueHr Mexay OOIIHOCTTa U TPeTH CTPAaHH B CHOTBETCTBHE C “JICH
18, maparpad 2, Komucnsita Moxe, cien mosygaBaHe Ha Jo0pe oboc-
HOBaHO HMCKaHE OT AbprKaBa-wieHKa WM rocodeHnst Komurer, wim 1o
CBOSI COOCTBEHAa WHWIMATHBA, Ja HM3UCKAa OT PETUCTPHUPAHUS B TPeTa
CTpaHa MPOU3BOJMTEN Jia Ce MOIOXKHU Ha IPOBEPKa.

IIpoBepkara ce U3BHPIIBA OT HHCIEKTOPH OT JAbPIKaBUTE-UJICHKU, KOUTO
MpUTeXKaBaT HeoOXoauMaTa KBaTH(UKAIMA, CBHIIUTE MOrar Ja ce
MPUIPYXKABaT OT JOKIAMYMK WM CKCICPTH, HAa3HAYCHH OT MOCOYCHUSI
KomuTer. JIOKIaapT Ha MHCIIEKTOPUTE C€ MPENOCTABs HA PA3MOI0KEHUE
Ha Kommucusita, IppKaBUTE-UICHKH U mocoveHus: KomuTer.

Ynen 20

1. B ciyyauTe, B KOUTO KOHTPOJHHTE OpPraHU WIIM KOMIIETCHTHHUTE
OpraHu Ha Jipyra JbpiKaBa-dJeHKa IOJIbpPKAaT CTAaHOBUILETO, Y€ PErH-
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CTpUpaHUAT Ha Tepuropuara Ha OOIIHOCTTa NPOU3BOAUTEN WIU
BHOCHTEN Bede HE M3MBJIHSBA 3aBIDKCHUATA, NMPEABHACHH B 1 [V
or JupektuBa 2001/83/EO, cohuomrte wuHbOpMUpAT He3abaBHO
Komurera mo nexkapcTBeHHWTE NPOAYKTH 3a XyMaHHa ymorpeda H
Kowmmcnsta, kaTo m31marat MoApoOHO NMPHIMHATE U (HOpPMyIMpaT mpei-
JIO)KEHHE 3a JEeHCTBUATA, KOUTO Oa ObIAT NpeNIpHETH.

ChIIOTO BaXXH W B CIy4auTe, B KOWTO JaJIeHa IbpiKaBa-wiIeHKA WA
Komucusara cyere, 4e NO OTHOIICHWE HA CHOTBETHHUS JIEKAPCTBEH
MPOAYKT cleaBa Aa Oblie MPUIOKEHA HAKOS OT MEpKHTE, MpPEeIBUICHU
B qsuoe [X u XI or dupextuBa 2001/83/EO, mnm Korato nocoueHHsT
Komurer e mpencTaBmil CTaHOBHUILE B TO3H CMHCHI B CHOTBETCTBHE C
4YIeH 5 OT HACTOSIIUS PETJIAMEHT.

2. Komwucusrta w3mCKBa OT ATEHIHATa Ja MPEJIOCTaBH CBOE
CTAQHOBHILIC B CPOK, KOWTO ChIAaTa ONpeness B 3aBUCHMOCT OT CIICII-
HOCTTa Ha BBIIPOCA, C OIJIe]] Ha [IPOYYBAHETO HA M3THKHATHTE MPUYHHH.
KoraTto ToBa € Bb3MOXKHO, TUTYJSIPHT Ha pa3pelieHHueTo 3a MyCKaHe Ha
JIGKApCTBEHHS MPOAYKT 3a XyMaHHa yrmoTpeOda Ha ma3apa ce MpUKaHBa
Jla TPEJJOCTABH YCTHU WM TTHCMEHH OOSCHEHUSL.

3. Crnexm ¢opmynmpaHe Ha CTaHOBHINIE OT CTpaHa Ha ATEHIHATA,
Komucusara mpuemMa HEOOXOAMMMTE MpPEABAPUTENIHU MEPKH, Karo TI'd
npuiiara He3abaBHO.

OKOHYATENHO pElIeHne Ce MpHeMa B CPOK [0 MIECT Mecela B ChOT-
BETCTBHE C MpOIeypara, IOCOUCHA B WieH 87, maparpad 3.

4. B ciyyauTe, KOrato € HaJMlle HEOOXOIUMOCT OT TpeArpHeMaHe
Ha He3a0aBHH JIEHCTBHS C OIVIe] Ha 3allUTaTa Ha YOBEHIKOTO 37paBe
WM OKOJIHATA CPejia, aJieHa JIbprKaBa-dICHKA MOXKE 110 CBOsSI COOCTBEHA
WHUIMATHBA WK MO HMcKaHe Ha Kowmmcwsita ma crpe ymotpebara Ha
CBOSI TEPUTOpPHUSI Ha JIEKAPCTBEH MPONYKT 3a XyMaHHa ymoTpeoa,
pa3pelleH B ChOTBETCTBHE C HACTOSIIHS PEIJIaMEHT.

Koraro mepkaBaTa-wicHKa MpeapueMa TOBa [0 CBOS COOCTBEHA
HHAIMATHBA, Ccbinata wuHGopmupa Komumcusita wu AreHuusra 3a
MPUYUHATE 32 TOBA CBOE JICWCTBUE HAW-KbCHO Ha CIEABAIIUS PaboOTeH
JICH CIle]] [IPEYCTAaHOBSBAHETO. ATCHIMATa HHPOPMHpPaA He3abaBHO OCTa-
HAIIUTE JIbpKaBH-wWieHKH. Komwmcusta mpeanprema He3ab0aBHO H3ITHI-
HEHHMETO Ha INpoleaypaTa, npeasuaeHa B naparpadu 2 u 3.

5. B To3um ciydail nbpikaBaTa-uie€HKa OCHUTypsiBa YCIOBHUs 32 Obp30
uHopMHpaHe Ha CIy)KUTEIUTE OT CHCTeMara Ha 3ApaBeola3BaHETO 3a
CBOWTE JICUCTBHSI M NMPUYUHUTE 3a TE3W JeHCTBUA. 3a Ta3W 1eJ Morat Jia
Ce M3II0J3BAT MPEXHUTE, Ch3AaAECHH OT NMPOQECHOHATHUTE CAPYKEHHUS.
JbpxaBute-unenkun uHGOpMupaTr Komwucusta u  AreHmnusara 3a
JIEHCTBUATA, MPEIPUETH BHB BHIIPOCHATA HACOKA.

6.  Mepkure 10 IpeyCTaHOBsBAHE, MOCOYEHH B maparpad 4, morart jia
OCTaHaT B CHJa IO MOMEHTA Ha MPUEMAHETO Ha OKOHYATEJHO PEIICHHE
B CBOTBETCTBHE C IPOIleypaTa, MocodyeHa B wieH 87, maparpad 3.

7. Tlpm mnouckBaHe AreHUUsATa WHPOPMHPA BCSIKO 3aMHTEPECOBAHO

JIMIE 3a OKOHYATCIHOTO PCEHICHHUE U OIIOBECTABA PCEHICHUETO CH
Hy6HI/I‘IHO BEJHara cCJicJi HEroBOTO MpHUCMaHeE.

I'naBa 3

DapMakoJIOTHYHA OAUTETHOCT

Ynen 21

3a penure Ha HacTosIara Iiasa ce npuiara wien 106, maparpad 2 or
Hupextusa 2001/83/EO.
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Ynen 22

B TACHO CBHTPYJIHHMYECTBO C HAIMOHAIHHUTE CHUCTEMH 3a (hapMakKo-
JIOTMYHA OJUTEIHOCT, CB3JaJeHH B CHOTBETCTBHE ¢ uwieH 102 or
HupextuBa 2001/83/EO, Arenuumsita HabaBs IUlaTa 3HAUYMMAa
uH(OpMAITUsl OTHOCHO OYaKBaHUTE HEOMArOMpPUSTHU PEAKIMU CIPSIMO
JeKapCTBEHUTE MPOAYKTH 3a XyMaHHa yroTrpeda, paspemieHd OT
OOIIHOCTTa TO CHJIaTa HA HACTOSINHS PerjaMeHT. B ciydaute, Korato
TOBa € Ienechoopasno, KOMHUTETHT MO JIEKApCTBEHHUTE MPOMYKTH 3a
XyMaHHa yrnoTtpeba MOATrOTBS B CHOTBETCTBUE C WICH 5 OT HACTOSIIHS
peryiaMeHT CTaHOBHWINA OTHOCHO HeoOxomumute Mepku. Ocurypssa ce
OOILIECTBEH JOCTBII 0 TE€3H CTAHOBUILA.

Mepxkure, TOCOYEHN B MBpBHs Taparpad), MoraT Jia BKIIIOYBAT BHACSHE
Ha TPOMEHH B pa3pelIeHHETO 3a THProBHUs, MPEJIOCTABEHO B CBHOT-
BerctBue ¢ wieH 10. Cpirure ce mpuemar B ChOTBETCTBHE C IPOIe-
Jypara, npefBuieHa B wieH 87, maparpad 3.

TuTynspbT Ha pa3pelIeHueTo 3a ThbPrOBHUs U KOMIETEHTHUTE OpraHu Ha
JUbPYKaBUTE-YJICHKH OCUTYPSIBAT YCJIOBHUS IsUlaTa 3HauYMMa MH(opMariys
OTHOCHO OYaKBaHHTE HEOJIArOMPHSTHH PEAKLIUH CIPSIMO pa3perieHuTe
M0 CUJIaTa Ha HACTOSILIUS PErjaMeHT JIEKApCTBEHU MPOAYKTH Ja Obje
IIpe/icTaBeHa Ha BHMMAHHETO Ha ATEHIMATAa B CbOTBETCTBHE C PasIlo-
penduTe Ha HACTOSIIIMSA perjaMeHT. [lanmueHTHTE ce HachpyaBaT Ja
YBEIOMSIBAT CIYXXHMTEIWTE OT CHCTeMaTa Ha 3paBeola3BaHETO 3a
HEeOaronpusTHATE PEaKIHH.

Ynen 23

TUTyIApbT Ha pas3pelieHre 3a JIEKapCTBEH MPOAYKT 3a XyMaHHA
ynotpeba, TMpelnocTaBeHO B CHOTBETCTBHE C  pasmopenoute Ha
HACTOSIIUS PErJIaMEHT, pa3nojiara HeMpeKbCHATO M MO BCSKO BpeMe C
JIMIE ¢ MOAXOAsIa KBaTH(UKALHS, OTrOBapSIIO 32 (hapMaKoIOruuHaTa
OIMTETHOCT.

BorpocHoTo KBaNMUIMpaHO JHIle NpeOWBaBa Ha TEPUTOPHSTA HA
OOImHOCTTa W HOCH OTTOBOPHOCT 3a:

a) Ch3MABAHETO W TIOJIBPIKAHETO HA CHUCTEMa, OCHTypsiBalia ChOH-
paHeTo, OLECHSIBAHETO W  OOCAMHSABAHETO Ha HH(OpMAIMATA
OTHOCHO BCHYKM OYAKBAHU HEONATrONPHUATHU PEAKIUH, CHOOIICHH
Ha TepcoHama Ha QupMara W MEAUIMHCKUTE CITyKUTENH, 10
HAYMH, KOWTO OCHUTYpsiBa BB3MOKHOCT 332 HEHHOTO OIICHSBAaHE B
JaaeHa Touka Ha TeputopusaTa Ha OOIIHOCTTA;

0) M3TOTBSIHETO Ha JOKJIAJWTE, MOCOYECHH B wieH 24, maparpad 3, 3a
KOMIICTEHTHUTE OpPIraHM Ha JAbP)KaBUTE-WICHKU U ATEHLUsTa B ChOT-
BETCTBHE C M3HCKBAHWATA HA HACTOSIIWS PETJIaMEHT;

B) TapaHTUPAHETO, Y€ BCSAKO HCKAaHE HAa KOMIIETEHTHUTE OpraHH 3a
OCUTYpsIBaHE Ha JOIBJIHHUTENHA MHGOPMAIHS, BKIIOUUTEIHO OCHTY-
psBaHe Ha WHQopMamus 3a obeMa Ha TpomaxOuTe Wi Opos Ha
peLenture, U3NAACHU 33 CBOTBETHHS JIEKAPCTBEH  IIPOJYKT,
HEoOXouMa 3a LeIMTe Ha OLEHKATa Ha pUCKa W II0J13aTa 3a Ja/ieH
JIEKapCTBEH IPOJIYKT, IOJIyyaBa IIbJICH U ObP3 OTrOBOP;

I') TPEeIOCTaBSIHETO Ha KOMIIETGHTHUTE OpraHM Ha BCAKa JApyra
nH(MOpPMANHs, OTHAcsAIla Ce N0 OLCHKAaTa Ha PHCKAa M IOi3aTa 3a
JaJeH  JIKapCTBEH MNPOJYKT, MO-CHEeUHaTHO  HH(pOpMauusra,
Kacaellla M3CIe/IBaHMsATa 3a Oe3BpENHOCTTA B MEpHoJIa Cied Hu3ja-
BAHETO Ha CHOTBETHOTO Pa3pelLICHHE.

Ynen 24

1. TuTynapbT Ha pa3pelIeHueTO 3a THPTOBUS C JICKAPCTBEH MPOMYKT
3a XyMaHHa ynorpeba ocUrypsiBa ycloBHs 3a JOKYMEHTHPaHE Ha ChOO-
[IeHHUsATa 32 BCHYKH HAOJIoJaBaHM Ha TepuTopusra Ha OOmHOCTTa M
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CBEJCHU [0 HErOBOTO BHHUMAHHE OT CIY>KUTEJ OT CHUCTEeMaTa Ha 37pa-
BEOIA3BAHETO MPEIINOIAaraéMi CEPHO3HM HEOMaronpUsITHH PEaKIHn
CHpsSMO JIaJIeH JIEKapCTBEH IPOJAYKT, pa3peuieH B CHOTBETCTBHE C
HACTOSILUS PErjaMeHT, Ha Jbp)KaBUTE-4JIEHKH, Ha YMATO TEPUTOPHS €
BB3HUKHAJI BBIIPOCHUAT MHIUJIEHT, HE ITO-KbCHO OT 15 mHM cien mosy-
YaBaHETO Ha BBIIPOCHATa UH(OpPMAIHS.

TuTySIpBT HA Pa3pEIICHHETO 338 THPTOBHUS JOKYMEHTHPA BCHYKU JPYTH
HaOroaBaHu Ha  Tepuropusita Ha OOmIHOCTTA MpenarnojaracMu
CepHO3HH HEOJArONPHUATHH PEaKIUH, 32 KOUTO € pa3yMHO Ja ce IMpea-
MOJIOKK, Y€ TOW ¢ uHpOpMHUpaH, B CHOTBETCTBHE C TIpaBHUJIATa,
LUUTHPaHHU B WwieH 26, 1 HOTH(HIMPA 3a TOBA HE3aDaBHO, HE MMO-KBCHO
ot 15 ngHM crien moiydaBaHETO HAa BBIPOCHATA MH(POpMAIUs, KOMIIe-
TCHTHUTE BIIACTH HAa JIbPIKABUTC-YWICHKH, HA YHITO TCPUTOPHUS €
BB3HHKHAII CHOTBETHUST WHIMACHT, U ATCHIUSITA.

2. P»M3 Turynsipar Ha pa3pelIeHHETO 3a ThPrOBUS C JIEKApCTBEH
MPOAYKT 3a XyMaHHa yIOTpeda OCHTypsiBa YCIOBHS 3a OBP30TO, HE
MO-KBCHO OT 15 JHM ciiel| mojlydyaBaHEeTO Ha ChOTBETHATa MH(OpMAIHs,
yBEJOMSIBaHE Ha THP)KABUTE-WICHKH W ATEHIHATAa 32 BCHYKU TIPEIIIO-
JaraeMyd CEpHO3HM HEOYaKBaHM HEOJIAaronpHATHH PEaKUUH W BCHUYKH
IpeanoiaraeMu cilydad Ha NpeJaBaHe Ha MH(GEKIMO3HU areHTH 4pe3
JaJieH JIKapCTBEH INPOAYKT, HAONIOJaBaHM Ha TEPUTOPHUSITA HA TpeTa
crpana. Komucusra npueMa pasnopeaduTe OTHOCHO YBEIOMSIBAHETO 3a
MIpeAIoaraéMUTe HEOYaKBaHU HEOJAronpusITHH PEakIdd, KOUTO He ca
CepHO3HM, HE3aBHCHUMO OT TOBA [l CBUIUTE HACTHIIBAT Ha TEpH-
Topusita Ha OOIIHOCTTAa WJIM Ha TEPUTOpHsTA Ha TpeTa crpaHa. Tes3m
MEpKH, NpPEIHA3HAYEeHW Ja W3MEHST HECHIIECTBEHH €JIEMEHTH Ha
HACTOSIIIUSL PErJIaMEHT Ype3 JOMBIBAHETO MYy, C€ IpUeMaT B CBOT-
BETCTBHE C MpOIEIypara [0 PeryjiupaHe ¢ KOHTPOJ, ITOCOYEHA B YJICH
87, nmaparpad 2a. «

OcBeH KOraTo ca HalWIe H3KIIOYUTETHH OOCTOSTENCTBa, WH(OP-
MaluaTa 3a BBIPOCHUTE PEAKIMU CE IM0JIaBa IO EIEKTPOHEH BT IMOJ
(dopmaTa Ha TOKJIA] B ChOTBETCTBUE C MpaBHJIaTa, IIOCOUYEHH B WieH 20.

3. TutyaspbT Ha pa3pelICHUETO 32 THPrOBHUS C JIEKAPCTBEH MPOIYKT
3a XyMaHHa yrotpeda Mmomabpka MOApOOHA TOKyMEHTAIMsl 32 BCHYKH
MpeAroaaraeMu HeONaronpusITHA PEakiK, HaOJMI0JaBaHH Ha TepH-
TOpUATa WIM HU3BBH Teputopusata Ha OONIHOCTTA, 32 KOUTO CHIIUST
OuBa yBEeIOMSBAaH OT CIy)KUTEJIM OT CHCTEMara Ha 3/paBeola3BaHETo.

OcBeH ako B KaueCTBOTO HA YCJIOBME 3a IPEIOCTaBSHE HA pa3pelieHue
3a TproBusi oT OOIIHOCTTa HE ca OWJIM MPESIBEHU IPYTH W3UCKBAHWUS,
BBIIPOCHATA JOKYMEHTAIMs C€ MPEOCTaBs HA ATEHLUMATA U JbpiKaBUTeE-
4YIeHKH TOoja (opMaTa Ha TEPHOAWYHO aKTyalH3upaH JOKIaj 3a
0e3BpelHOCTTa, BEIHAra clel KaTro ChUIUTE 3asBAT TOBA MM Hai-
MaJIKO BEIHBXK Ha BCEKH IIECT Mecela B IMepuoia MEeXIy IpemocTa-
BSHETO Ha pa3peleHUeTO U IIyCKaHeTo Ha maszapa. IlepuonuuHo akrya-
JM3MpPaHUTE JOKIagu 3a OEe3BPEJHOCT Ce MPEAOCTaBsT He3a0aBHO IMpH
[OWCKBAaHE WM HaH-Mallk0 BEIHBK Ha BCEKH INECT Mecela IIpe3
IBbPBUTE JIBE€ TOAMHU CJ€A IbPBOHAUAIHOTO IIyCKaHE Ha Ia3apa Ha
OOmHOCTTa W BEAHBK B TOJMHATA Tpe3 CIEBALIUTE [BE TOAWHH.
Cren ToBa HOKJIAIUTE C€ IPEACTABAT BEIHBK HA BCEKU TPU TOIUHU
WIN BeIHara ciej MojydaBaHe Ha MCKaHe 3a TOBaA.

JloknaauTe ce Npuapy KaBaT OT Hay4dHa OLEHKA, I0-CIENHATHO 33 ChOT-
HOLICHUETO MEXKJy PpHUCKa M IIoia3aTa OT CBbOTBETHUS JIEKApCTBEH
MIPOMYKT.

4.  Komwucusita MOXE Jla YCTaHOBH pa3lopeadM 3a H3MEHCHHE Ha
maparpag 3 ¢ orjejq Ha OnMTa, MPUAOOUT B Tpolleca Ha HErOBOTO
npwiarane. Te3uw MepKH, NpeIHa3HauyeHH Aa U3MEHST HEChILECTBEHH
eJIEMEHTH Ha HACTOSIIUS PErIaMeHT, ce TpHeMaT B CHOTBETCTBHE C
mpolefyparta IO pEryJupaHe C KOHTPOJ, IOcodeHa B uieH 87,
naparpad 2a.
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5. TuTynapbT Ha paspellieHde 3a ThPrOBUS HE MOXE Ja MPEICTaBs
uHpopManuATa, Kacaema npodiemMute Ha  (hapMakoJIOTHUHATa
OUTETHOCT MO OTHONICHHWE Ha CBOS JICKAPCTBEH MPOAYKT, MOTYYHIT
pa3peleHie, Ha BHIMAaHHETO Ha IIHpOKara OOILIECTBEHOCT, Oe3 mpe/Ba-
PHUTEITHO WM eTHOBPEMEHHO Ja HOTH(HIMpa ATSHIHATA 32 TOBA.

BbB BCHUKM Clydau TUTYIAPHT Ha pas3pelleHUEeTO 3a TbProBUs
OCUTYpsiBa YCIIOBUSI 32 OOCKTHBHO M HETOJBEKIAIIO MpEICTaBsSHE Ha
BBIIPOCHATa MH(OpMAIHSL.

JIbprkaBuTE-4JICHKU TpenpruemMar HeoOX0IMMHITE MEpKH 3a HajlaraHe Ha
e(eKTUBHHU, CbpPa3MEpHH M BB3MUPAILM CaHKLIUHM Ha BCEKU TUTYJSIP HA
paspenieHue 3a TBProBHUsA, KOHTO HE U3NBIHABA TOPEINOCOYCHUTE
3abJDKEHUS.

Ynen 25

Besika abpikaBa-uiieHKa rapaHTUpa Obp30TO, HE MO-KBCHO OT 15 aHH
clieNl TOoJydYaBaHe Ha CBOTBETHAaTa HH(GOpPMAIMs, IOKYMEHTHpaHe |
yBeIOMsiBaHE Ha AreHuusATa ¥ THUTYJs[pa Ha pa3pelieHueTo 3a
TBHPrOBUS 32 BCHYKH ITPOSIBIIIM CE HAa HEHHA TEPUTOPHSI U CBEICHU 0
HEHHOTO BHHMMaHHWE IIPEIoJjaraéMd CEPHO3HU  HEOJIArOnpHUsTHU
peakIy CHOpsIMO JaJeH JIEKapCTBEH IMPOAYKT 3a XyMaHHa ymoTpeoa,
paspenieH B ChOTBETCTBUE C HACTOSILIUS PErJIaMeHT.

ATeHIMATa W3Mpania WHGOpPMAUiTa 10 HAIHOHAIHHTE CHCTEMH 32
(hapmakosioruuHa OJMTEIHOCT, Ch3/IaJCHH B ChOTBETCTBUE C wieH 102
ot Jupexrusa 2001/83/EO.

Ynen 26

B pamkuTe Ha KOHCyITalUu C ATEHIUATA, Jbp’KaBUTE-WIEHKH U 3auH-
TepecoBanuTe cTpaHu Kommucusta pa3paboTBa pPBKOBOJCTBO OTHOCHO
CbOMpAHETO, IPOBEPKAaTa Ha JOCTOBEPHOCTTa U IPEICTABIHETO Ha
CBEJCHUSATA 32 HEOIArompHATHUTE peakiuu. Te3u IMpaBuia ChIbPXKAT
TO-CHEUATHO TMPENOpbKH OTHOCHO HAYMHUTE 3a CHOONIaBaHE Ha
uHpopmanusaTa 32 HEOIArONPHUATHUTE PEaKLMU, KOUTO ca OT IoJ3a Ha
CIy)KUTEITUTe OT CHCTeMaTa Ha 3ApaBeola3BaHETo.

B choTrBercTBHE € Te3M PBKOBOACTBA TUTYJISIPUTE Ha paspelieHus 3a
TBPrOBUS C€ 33/IbJDKABAT J1a OOpaBsAT C BB3NPHETaTa B MEXKAyHApPOJCH
Manabd MEIMIMHCKA TEPMHHOJOTHS 3a LEeNUTe Ha INpeJaBaHeTo Ha
CBEJICHUSTA 32 HEONAroNpUsATHATE PEaKIIHH.

B pamkuTe Ha KOHCYNTAIllMd C JIbpKaBUTe-wieHKH W KomucusaTa
AreHinusiTa Cch3aBa Mpeka 3a 00pabOTKa Ha JaHHUTE C OIJel] Ha
O0Bp30TO TIpenaBaHe Ha WHQOpMANUITA HA KOMIIETCHTHUTE OpPraHH Ha
OOmHOCTTa B Cilydall Ha KPU3KUCHA CUTYaIMsl TIOPaay HEKaYeCTBEHO
MIPOM3BOJICTBO, CEPUO3HU HEOJIArONPUSTHU PEAKIMU U JIPYTH CBBP3aHU
¢ (apmakomornyHaTa OIUTENHOCT JaHHH, Kacaelld JEeKapCTBEHHTE
MPOJYKTH, pa3peliecHd B CBOTBETCTBUE € wieH 6 or Jlupexkrusa
2001/83/EO. Ilo uemecho0pa3HOCT, Clie]l U3BBPIIBAHETO Ha OICHKA, Ce
OCUTYpsiBa MyOJMUEH JOCTBI J0 MOJOOHH JIaHHH.

B cpok OT mer roguHH Clie]] MbPBOHAYAIHOTO IIyCKAaHE Ha Ia3apa Ha
OOrHOCTTa ATeHIsATa MOXKE J]a IOUCKA OT TUTYJISIPa Ha Pa3pelIeHUeTo
3a TBProBUs Jia chOepe CBBbp3aHH C (apMaKoJOrMYHATa OIUTEITHOCT
crenuUYHU JTAaHHU B paMKUTEe Ha HAONIOJCHHS Ha IEJNEBH TPYIU
NAlMEHTH. ATCHLHUATa I0COYBAa IPUYMHHUTE 32 TOBAa CBOE MCKaHE.
TuTySIphT Ha pa3spelICHHETO 32 THPrOBUS CpPAaBHSABA U OLCHSBA
ChOpaHNTE JaHHUW M TH TPENOCTaBs Ha ATCHIUsTA 32 WU3BBPIIBAHE HA
OLICHKA.
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Ynen 27

ATEHIIMATa OCBINECTBSIBA CHTPYAHMYECTBO ChC CBETOBHATAa 3IpaBHA
OpraHu3alys [0 BBIOPOCHTE Ha MEKAyHApOAHATAa (hapMaKoIOrHuHa
OMUTETHOCT W TpeANpueMa HEOOXOJWMHTE JEeHCTBHS 3a eKCIeIH-
THBHOTO MpEJOCTaBsIHE HAa ChIllATa Ha TOAXOMAIIA M JOCTAThbuHA MO
obem wuHpOpManUs OTHOCHO mpennpuerute B OOIIHOCTTA MEpPKH,
KOHMTO MOTAT Jla OKaXAaT BIMSHHUE BBPXY OOIIECTBEHOTO 3/paBeolia3BaHe
B TPETH CTpPaHHW; ATCHIMATA M3Mpalla KOmus OT HH(pOpManusTa 10
Komucusta u 1bpikaBUTE-UICHKH.

Ynen 28

ATeHIMATa W KOMIIETCHTHHTE OpraHd Ha JIbPXKABUTE-WICHKH CH
CHTPYTHUYAT, BKIIOUUTENHO Ype3 TpHiaraHe Ha CHbBMECTHH IOJXOJIH,
C OmJie[l Ha HENMPEKbCHATOTO pa3pabOTBaHE HA CHCTEMH 3a (apMako-
JornyHa OJWTENTHOCT, KOMTO MOTaT Jia peajM3upaT BHCOKU CTaHIApPTH
Ha OOIIECTBEHO 3/]paBeora3BaHe MO OTHOIICHHE HA BCHYKH JICKAPCTBEHU
MPOIYKTH, HE3aBUCHMO OT HAYMHWTE 3a pa3pelliaBaHe Ha TPOAYKTHTE,
NpU  MaKCUMAaJIHO OIOJI30TBOPSIBAHE HAa HAIMYHHUTE pECypcH B
OomHocTTAa.

Ynen 29

Komucusata Moxke na mpueMe BCSKO H3MEHEHHE, KOE€TO MOXKe Ja ce
OKa)ke HEOOXOJJMMO 32 aKTyaJM3UpaHe Ha pa3lopenouTe OT HacTosIIaTa
IJ1aBa, 3a Ja ce OT4YeTe HAy4YHO-TEXHUYECKHs mporpec. Te3m Mepkw,
MpeIHa3HaYeHH [a W3MEHST HECBINECTBEHH EJIEMEHTH Ha HACTOSIIHS
periameHT, ce mpueMaT B ChbOTBETCTBHE C IPOLIEAypaTa Mo peryjupaHe
C KOHTpPOJI, MOCOYeHA B uwieH 87, maparpad 2a.

JUUT TI

MN3JABAHE HA PA3PEIHIEHUSI 3A BETEPUHAPHU
JIEKAPCTBEHHU INPOAYKTHU U KOHTPOJI BBPXY TAX

I'masa 1

IonaBaHe M pasrie:kiaaHe HA 3asBJIeHHS] — pa3pelIeHUs

Ynen 30

1.  Cw3maBa ce Komurer mo JieKapCTBEHHWTE IPOIYKTH 3a BETe-
puHapHa ynotpeda. KoMuTeTsT mpencraBisiBa yacT OT AreHUUSTA.

2. be3 ma ce 3acsrar pasnopenduTe Ha wieH 56 WIH IpyTH 3aadd,
KOUTO 3aKOHOJATENCTBOTO Ha OOIHOCTTa MOXE Ia BB3JIOKH Ha
Komurera 1m0 JnekapCTBEHHTE INIPOAYKTH 3a BETEpHHApPHA YIOTpeda,
no-crienuaiHo cwryacHo Permament (EMO) Ne 2377/90 (1), KomureTsbT
HOCH OTTFOBOPHOCT 3a HM3rOTBSHE HAa CTAHOBHINATA Ha ATEHIHATA IO
BCHYKH BBIIPOCH, Kacaeld MPHEMINBOCTTA Ha JIOCHETaTa, MPEICTaBeHH
B CBOTBETCTBHE C LEHTpaJIM3MpaHarta MHPOLELypa, IIPEJOCTaBsIHETO,
MIPOMSHATA, BPEMEHHOTO IIPEYCTAaHOBSABAHE Ha JCHCTBHETO WM OTTe-

(") 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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[JITHETO Ha pa3pelleHusITa 3a IyCKaHe Ha BETepHHApHU JICKapCTBEHU
MPOAYKTH Ha Ta3apa B CHOTBETCTBHE C PA3NOpeAOHTe HAa HACTOSIIHS
I ¥ (hapMaKoJIOTHYHaTa OJUTEITHOCT.

3. Ilo uckaHe HA WU3IMBIHUTEIHUS JTUPEKTOP HA arcHIUATA WIA Mpe-
crasurens Ha Komucusra KomMuTeTpT 1Mo JiekapcTBEHUTE MPOIYKTH 3a
BeTepHHApHA yNoTpeda M3TOTBS M CTAHOBUINA MO BCHYKH BBIIPOCH OT
HAy4HO €CTECTBO, Kacaellly OLICHKaTa Ha BETEPUHApHUTE JIEKAPCTBEHU
npoxyktd. KoMuTeTsT oTHens mojgodaBamo BHUMAHHE Ha OTIPABEHUTE
OT JIbpPXKABUTE-YWICHKU WCKaHMA 3a IMpeJcTaBsiHe Ha cTaHoBuma. OcBeH
toBa KomuTerpT naBa CTaHOBHINE BBB BCHYKU ClIlydyaW, B KOHTO €
HaJMLE pa3HOITIacMe B OLEHKAaTa Ha BETEPUHAPHUTE JIEKAPCTBEHU
NPOAYKTH B pPaMKUTE Ha IMpoleaypara 3a B3aWMHO IIpU3HABaHe.
OcurypsiBa ce myOJIIMUeH JOCTHI JIO cTaHOBHIIEeTO Ha Komurera.

Ynen 31

1.  Bcesiko 3asBiieHHE 3a paspellaBaHe 3a JICKAPCTBEH IPOIYKT 3a
BETCpUHAPHA yNOTpeda ChAbpiKa KOHKPETHO M W3YEPIATEIIHO IaHHHUTE
¥ JIOKYMEHTHTE, TIOCOYCHH B wieH 12, maparpad 3, wienose 13, 13a,
136 u 14 u npunoxenne I xpm upexrusa 2001/82/EO. BwnpocHure
JAHHU W JIOKyMEHTH ca ChOOpaseHH chC crenuduyuHoTo 3a OOIHOCTTa
€CTECTBO Ha 3asBJICHMATA 3a M3JlaBaHE Ha Pa3pelIeHUs W IpeJrosarar,
OCBEH B M3KJIIOUUTEIHUTE CIIy4au, CBbP3aHU C MPHUJIAraHeTO Ha 3aKOHO-
JIATENICTBOTO IO OTHOIICHHE HAa THPrOBCKUTE MapKH, MMO30BaBaHE Ha
€/IHO-C/IMHCTBEHO HAWMCHOBAHME 33 CHOTBETHHUS JICKAPCTBEH MPOJYKT.

3asBIEHUETO Ce IpuapyxaBa OT TaKCa, KOATO CJI€ABa Oda C€ IUIaTH Ha
AFGHHI/IﬂTa 3a pas’rjIe)KAaHe Ha 3asdBJICHUCTO.

2. B cnydait Ha BeTepHHApHH JIEKapPCTBEHU TPOIYKTH, ChIbPIKAIIN
WIH CBCTOSIINH C€ OT TEHETHYHO MOJU(PUIIMPAHH OpPTaHU3MHU T10
cvuchia Ha wieH 2 ot JlupekruBa 2001/18/EO, 3asBieHueTo ce
NpUIpyKaBa OT:

a) KOmWe OT MHUCMEHOTO ChIJIACHEe HA KOMIICTEHTHHTE OpraHd 3a
CB3HATEJHO OCBOOOKIaBaHE B OKOJIHATA Cpela HAa FCHETHYHO MOJH-
(unmpaHy OpraHU3MH 3a HAyYHOM3CIICOBATEIICKH ENH B CIyJauTe,
Korato ToBa ¢ npeasuaeHo B yact b or lupexkrusa 2001/18/EO unm
gact b or [upexrusa 90/220/ENO;

0) mBIHATa TEXHHYECKa JOKYMEHTAIWs, OCHTYypsBamia HH(OpMAaNusTa,
nsuckBaHa B npuitoxenns 11 n IV xem upextusa 2001/18/EO;

B) OLICHKAaTa 3a PHUCKa 3a OKOJIHATa cpelJa B CHOTBETCTBUE C IIPUH-
nunure, u3noxenu B npuioxenue I kem dupektuBa 2001/18/EO; u

I') pe3yiTaTuTe OT MPOYYBAHUSITA, U3BBPIICHN C HAYYHH WM Pa3BOHHU
LEIIH.

Unenose ot 13 mo 24 ot [dupextua 2001/18/EO He ce mpwiiarat mo
OTHOIIICHHE Ha BETEPUHAPHHUTE JICKAPCTBEHH NPOIYKTH, CBHABPIKAIIN
WM CBCTOSIIM CE€ OT TeHETUYHO MOIU(DUIIMPAHU OPTaHU3MH.

3.  Arenuusta ocurypsiBa crtaHoBuuiero Ha Komwurera mo nekap-
CTBEHHUTE MPOIYKTH 3a BeTEpHHApHa yrorpeba ga Oblie MperocTaBeHO
B cpok 10 210 mHM crex moilydyaBaHETO Ha BaJMIHO 3asBIICHUE.

Ilo ce oTHAacs 0 BETEPUHAPHUTE JIEKAPCTBEHH MPOIYKTH, ChIbpIKAIIH
WIA CBCTOSIIM CE OT TCHETHYHO MOAU(DUIMPAHU OPraHU3MHU, CTaHO-
BHIIETO Ha TocoueHus Komuter TpsiOBa ma Obje ChOOpa3eHO C M3UCK-
BaHMATA 3a EKOJOTWUYHA Oe3BpEemHOCT, TNpenBHICHH B JlupekTrBa
2001/18/EO. B mporieca Ha olieHKaTa Ha 3asBJICHUSTA 3a MPUJI00MBaHE
Ha pas3pelieHus] 3a THProBUS 32 BETCPUHAPHU JIEKAPCTBEHH MPOYKTH,
ChABPKALIA WM CBCTOSAIIM C€ OT TCHETHYHO MOAU(DHUIMPAHU
OpraHu3MH, MIOKIAIYUKBT MPOBEKIA HEOOXOIUMHTE KOHCYITAIUH C
opranute, yupeaeHu ot OOIIHOCTTa WK OT JbPIKABUTE-UICHKHA B CHOT-
BerctBue ¢ Jupekrusa 2001/18/EO.
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4. B paMKuTe Ha KOHCYJTAllMU C ATCHIUATA, JIbPKABUTC-YICHKH H
3aMHTepeCcCOBaHUTE CTpaHH KommucHsaTa M3roTBs MOJPOOHO PBHKOBOICTBO
OTHOCHO (popmara, B KOSATO Clie/(Ba Ja ObJAT MPEICTABCHN 3asIBICHUSTA
3a MpuAoOMBaHE Ha pa3pelleHusl.

Ynen 32

1. 3a menure Ha U3TOTBSIHETO HA CBOETO cTaHOBHIIE KOMUTETHT IO
JIeKapCTBEHUTE MPOIYKTH 32 BETEpHHApHa ymoTtpeoda:

a) TMpoBepsiBa JAM JAHHUTE W JOKyMEHTHTE, HPEICTAaBeHH B CHOT-
BeTcTBME ¢ wieH 31, ca cboOpazeHH C U3UCKBAHUATA Ha
JupektuBa 2001/82/EO u mpoBepsiBa Janu ca CIa3eHH TIPE/IBU-
JICHHTE B HACTOSIIMS pEIJTaMeHT YCIOBHS 3a IPEJOCTaBsiHE Ha
paspelieHne 3a ThproBusi;

0) MOoXxe Ja mowcka JjJaboparopusi 3a O(HUIMAICH JEKaPCTBEH KOHTPOII
WM 1aboparopus, OCOYeHa OT JaJieHa JbpiKaBa-uwiIeHKa 3a ChIIaTa
[eN, Ja W3MHUTA BETEPHHAPHHS JICKAPCTBEH MPOAYKT, H3XOIHUTE
Marepuaad 3a HErOBOTO IOJNy4YaBaHE M aKO TOBa € HEOOXOAMMO,
MEKJIMHHUTE TMPOAYKTH TPU HETOBOTO TIONYYaBaHEe WIA JPYTH
CBCTAaBHH HErOBHM KOMITOHCHTH, 3a LEIWTC HA MPUIOOMBAHETO Ha
JIOKA3aTeJICTBa 32 YJOBJICTBOPUTEIHOCTTA HA MPUIIAraHUTE OT MPOH3-
BOJHUTENS U OMHCAaHU B JOKYMEHTHTE KBbM 3asBICHHETO METOIHU 3a
KOHTPOIT,

B) MOXe Ja ce o0bpHE KbM pedepeHTHa Jlabopatopus Ha OOIIHOCTTa,
ounmagHa Ja00pPaTOPUs 32 JICKAPCTBEH KOHTPOJ WM JTabopaTopus,
[OCOYCHA OT JaJcHa JbpKaBa-4CHKA 3a ChIIaTa Lel, ¢ HCKaHEe 3a
yIIOCTOBEpSIBaHE, Bb3 OCHOBA Ha OCHTYPEHH OT 3asBUTEIS NPOOH, de
MPE/UIOKEHHUAT 10 CMHChJIa Ha wieH 12, maparpad 3, OykBa W),
BTOpO THpe oT JupektBa 2001/82/EO oT 3asBHTENSA METOx 3a Mabo-
paToOpHO OTKPUBAHE € YJOBICTBOPUTEICH M MOJXOJAI 32 ITPUJIaraHe
BBbB BpPB3Ka C JIOKA3BAHETO HA HAJIMYHUECTO HA OCTATHYHH BCUICCTBA,
0CcO0EHO Ha KOJMYECTBA, IPEBUIIABAIIM MAKCHMAIHHUTE JOITyCTHMH
CTOWHOCTH Ha OCTAaThUHHUTE BelecTBa, mnpuerd ot OOmHOcTTa B
choTBeTCTBHE ¢ pasnopendure Ha Permament (EMO) Ne 2377/90;

r) MOXe Ja ce OObpHE KbM 3asBHTEINsI C MCKaHE 32 OCHTYpsiBaHE Ha
JIAHHUTE, NPHIPYKABAIIM 3asBJICHUETO, B ONPE/CICH 3a TOBAa CPOK.
B ciyvaure, B kouTo mocoueHusT KOMHTET ce BB3ION3BA OT Ta3u
CBOSI BB3MOXKHOCT, CpOKBT, HpeaBuiaeH B wieH 31, maparpad 3,
obpBa aldHes, COupa [ga Te4e 10 MOMEHTa, B KOHWTO OBl
MOJTyYeHa JOMBJIHUTEIHO MoucKanaTa nHdopmanus. [lo aHamoruuen
HAa4YMH OT BBIIPOCHHS CPOK CE MPHUCIaga BPEMETO, MPEIOCTABeHO Ha
3asBUTENSI 3@ TMOATOTBSHE HA HETOBHUTC YCTHA WIH [THCMEHH
o0siCHeHuS1.

2. B cuyuanTe, B KOUTO aHAIUTHYHHAT METOX HE € OWI OOCKT Ha
TpOBEpPKa OT HAKOS OT TOPENOCOYEHHTE JTabopaTOpPUU MO CMHUCHIA Ha
npouenypure, BeBeneHu ¢ Permament (EMO) Ne 2377/90, mpoBepkata
ce M3BBPLIBA B paMKUTE Ha PasNopeAOMTe Ha HACTOSIIMS WICH.

Ynen 33

1. Koraro mameHa abp)kaBa-4ieHKa MONy4YH uckane ot Komurera mo
JIeKapCTBEHUTE MPOIYKTH 3a BETEpPHHApHA ymoTpeba, T u3mparra
uHpopMarusITa, KaTo TPHUBEKIA JOKA3ATEICTBA, Y€ MPOU3BOAUTEIAT
Ha BETEPHHAPHHS JIEKAPCTBEH MPOIYKT WM BHOCHUTEIAT Ha MPOMYKTa
OT TpeTa CTpaHa € B ChCTOSIHUE Jia TMPOU3BEC ChOTBETHHS BETEPUHAPEH
JIeKapCTBEH MPOAYKT HW/WIM 1a TPOBeae HEOOXOTMMHTE KOHTPOJIHU
M3MUTBAHUSL B CHOTBETCTBHE C JAHHHUTE M JOKYMEHTHUTE, TPEIOCTABSHU
B M3MbBJHEHHE Ha ujeH 31.

2. Korato cyere ToBa 3a HeoOXOaUMO C e PasrIeKIAaHECTO Ha
JaCHO 3adBJICHHUC, ITIOCOYCHUAT Komurer MoOXe ma mowcka oOT
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3asBUTEIIS Jla IPEAOCTaBU 00EKTa CH 3a MPOU3BOJICTBO HA BETCPUHAPHHS
JIeKapCTBEH MPOJYKT 3a W3BBPILIBAHE Ha CIIEIMAIHA poBepKa. [logo0Hn
TPOBEPKH MOTar Ja He ObJaT OO0SBSBAHH IPEABAPUTEIHO.

IIpoBepkara ce M3BBPILBA B pAaMKHUTE Ha CPOKa, MPEIBUICH B ujieH 31,
naparpad 3, mepBa ajMHEs, OT HMHCIEKTOPH OT JbpiKaBaTa-dJICHKaA,
MIPUTEKABAIIN TOIXOJIA KBATM(HUKAIWS, CHIIATE MOTaT aa ObIar
NPUIPYKEHH OT  JIOKIAJYMK WM  CIEIHMAINCT, OINpEJeNieH OT
nocouenus: Komurer.

Ynen 34

1.  ArcuHuusata wHGOpMHUpa He3a0ABHO 3asBUTEIS, aKO CTAHOBHUIIETO
Ha Komwurera 1o JekapCTBEHHTE MPOAYKTH 3a BETEpPUHApHA YIoTpeda
r7acH, ge:

a) 3asjBJICHHETO HE YIOBICTBOpSBA KPHUTEpUHTE 3a U3JaBaHe Ha
paspelnieHue, ChAbPKAId CE B HACTOSIIUS PErIaMeHT;

0) 0000ImIeHHEeTO0 HA XapaKTepPUCTHKHTE HA IPOIyKTa CIeABa 1a ce
POMEHH;

B) €THKETHTE WM JIMCTOBKATa C YIBTBAHUS B OIAKOBKATa Ha MPOIYKTa
HE OTroBapAT Ha U3MCKBaHMATAa Ha J1 V  oT JlupekruBa
2001/82/EO;

I') paspelieHueTo cielBa Ja ce INpeJoCTaBd IpH clla3BaHe Ha
yCIIOBUSITA, TIPEIBUICHN B 4ieH 39, maparpad 7.

2. B cpok g0 15 nHu cnes nmoigy4yaBaHe Ha CTAHOBHILETO, IIOCOYEHO B
naparpad 1, 3asBUTENST MOXKE Ja OTIpPaBU 1O ATCHLUSATA MHCMEHA
HOoTU(UKAIMsI, Ye OW JKelasl Jla MOWCKa MpepasriiekKiIaHe Ha CTaHoO-
BUIIeTO. B TO3M ciyuail 3asBUTENAT M3Mpaimia Ha ATeHIUsTa
1o/ipoOHa apryMEHTAlUs 32 UCKAaHETO CU B CPOK 710 60 JIHU cie]| Mmoity-
YyaBaHETO Ha CHOTBETHOTO CTAHOBHUIIE.

B cpok 1o 60 nHU cien nosydyaBaHETO Ha apryMEHTAIMsTa 32 UCKAHETO
nocoyeHuAT KoMuTeT npepasriexaa cBOeTO CTAHOBHUILE B CbOTBETCTBHE
C YCIIOBHSTA, U3JI0KEHU B wieH 62, maparpad 1, yerBbpra amuaes. KoM
OKOHYATEJIHOTO CTAHOBUILE CE IpHIaraT OCHOBAHMATA 3a HAIPABEHOTO
3aKII0YEHHE.

3. B cpox go 15 guu criex HErOBOTO mpuemMaHe ATeHIMsITa M3Mparia
OKOHYATCIIHOTO CTaHOBHINEe Ha mocodcHuss Kommrer mo Komucwusra,
JIbP)KaBUTC-YJICHKH W 3asBUTENsI, 3aeJHO C JOKJIaJd, B KOHTO ce
ChIbpKa OIMCAaHWE Ha OIEHKAaTa Ha BETEPUHAPHUS JIEKapCTBEH
npoaykT ot Komurera M U3JI0KEHHE Ha TPUYMHUTE 332 HETOBOTO
3aKIIFOUCHHE.

4. Tlpu craHOBHIIE B I0J3a Ha MPEIOCTABSIHETO HA pa3pelicHHE 3a
MyCKaHe Ha ChOTBETHHUS BETEPHHAPCH JICKAPCTBEH MPOJYKT Ha Mas3apa,
KbM CTAQHOBHILETO CE MPUJIAraT CIACAHUTE TOKYMEHTH:

a) TIPOEKT 3a 0000IIeHHEe HAa XapaKTEPUCTUKUTE Ha MPOJYKTa ChIIIACHO
wien 14 or [upektuBa 2001/82/EO; mo mnenechoOpa3HOCT
BBIIPOCHUAT TPOCKT OTpa3siBa pasiHYMsATa MO OTHOILICHHE Ha
YCIIOBUSITAa HA BETepPUHAPHATA NPAKTUKA MEXIY JbpiKaBHUTE-WICHKH;

0) B ciydail ue BeTepUHAPHUSAT JISKAPCTBEH MPOJIYKT € MpeAHa3HaYeH 32
MpuiaraHe BbpPXY JKHBOTHH 3a TMPOHM3BOACTBO Ha XpaHH —
[OCOYBAHE Ha MAKCHMAJIHUTE J[OMYCTHMH CTOWHOCTH Ha OCTa-
THYHHUTE BEUIECTBA, KOUTO ca TMpreTH 0T OOLIHOCTTa B ChOTBETCTBUE
¢ Pernmament (EMO) Ne 2377/90;

B) JaHHU 32 CBCHTYAIHHTE YCIOBHUS WM OTPAHHUYCHUS, KOUTO CIIC/Ba
na ObJaT HAJIOXKEHH BHPXY JOCTABKHTE MM yHoTpebara Ha BETepH-
HApHUSL JICKAPCTBEH MPOAYKT, BKIIOUUTCIIHO YCIOBHUSTA, TPU KOHTO
BETCPHHAPHUST JICKAPCTBEH IMPOMYKT MOXE Ja C€ MPENoCcTaBs Ha
MAalMeHTH B  CHOTBETCTBHE C KPUTEPUHTE, OMNpPEICICHH B
Jupextusa 2001/82/EO:
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I) JaHHH 3a EBCHTYAIHHWTE TMPENOPHYNUTEIHN YCIOBUS WM Orpa-
HUYCHUSI TI0 OTHOIIEHWE Ha Oe3BpenHata UM e(eKTHBHA yrorpeba
Ha JICKAPCTBEHUS MPOIYKT;

II) TIPOEKT 3a TEKCTa Ha CTUKETUTE U JIMNCTOBKAaTa C YIMHTBAHUS B
OTIaKOBKaTa, MPEIJIOKEH OT 3asBUTENS, MPEACTaBEH B CHOTBETCTBHUE
¢ msn Voot Hupektusa 2001/82/EO;

C) JIOKJIaJl 3a OLCHKaTa.

Ynen 35

1. B cpox nmo 15 mgum cnex moiydyaBaHETO Ha CTAHOBHILETO,
mocoueno B wieH 30, maparpad 2, KommcmsaTa mOATOTBS MPOEKT 3a
pelreHne, KoeTo TpsioBa fa Ob/e B3€TO MO OTHOIICHHE Ha 3asBICHUETO.

B cmydante, B KOMTO JAaJieH TMPOEKT 3a peIleHHe MpeIBIKaa Mpemoc-
TaBsiHE Ha pa3pelleHUe 3a ThPrOBHsA, CHUIMAT BKJIIOYBA WM ChAbPXKA
[I030BaBaHe Ha JOKYMEHTHTE, IOCOUYeHH B wieH 34, maparpad 4, OykBu
oT a) 10 T).

B ciiyuanrte, B KOUTO MPOEKTHT 3a pelIeHWE HE ChOTBETCTBA HA CTaHO-
BUILleTO Ha AreHiusara, Komucusara mpuiara noapoOHO oOscCHeHHe 3a
TIPUYUHNATE 32 TMOJyYHJIOTO CE€ Pa3HOTJIACHe.

HpOGKTLT 3a peHICHHE CC€ wu3Ilpan@a A0 AbpPXKABUTC-YWICHKH W 1O
3asABUTCIIA.

2. Kowmmcusata mpuemMa OKOHUYATEIHO pEIIEHHE B CHOTBETCTBHE C
mpolieaypara, nuTHpana B wieH 87, maparpad 3, B cpok o 15 mum
ClIel IPUKITFOUBAHETO .

3. TIOCTOSHHMAT KOMHTET IO JIEKAPCTBEHUTE IIPOJYKTH 3a BETe-
puHapHa ymotpeba, mocodeH B wieH 87, maparpad 1, Kopurupa cBOS
IPOLIEIYyPEH MPABUIHUK TakKa, Y€ Jla B3eME IPEJBHJI Bb3IIOKEHUTE MYy
3a[a4u 10 CHJIaTa Ha HACTOSILIUS PErJIaMeHT.

Kopexuunre npenpmxnaar, ue:

a) CTAHOBHUIIETO HA MOCOYCHUs TMOCTOSHEH KOMHUTET CE MPEJOCTaBsl B
nucMmeHa (opma;

0) AbpKaBUTE-WIEHKH pasmojiaraT ¢ 22 JHU 3a U3MpallaHe Ha CBOMTE
MMUCMEHU 3a0eJIekKKHU MO MpoekTa 3a peuieHue a0 Komwucusita. Heza-
BHCHMO OT TOBa aKO € HaJIWIE HEOOXOIMMOCT OT B3eMaHe Ha
CICITHO pEICHHUEe, TPEACeNaTeNs T MOXE Jia OIpEAeiu IO-KpaTbK
CPOK B 3aBHCHMOCT OT HEOTJIOXKHHUS XapakTep Ha BBIIpoca.
BBrpocHUAT cpok HE MOXe Jia ObJe MO-MabK OT 5 JHH, OCBEH B
CIlydauTe Ha M3KIIIOYHTEIHU OOCTOSTEICTBA;

B) IBPKABUTC-WICHKH MOTraT Ja OTIPaBAT IHCMEHO HCKaHEe 3a
00CHKIaHe Ha TMPOEKTa 3a peIIeHHe, MmocoueH B maparpad 1, Ha
TUIEHAPHO 3ace/laHne Ha MocoveHus [T0CTOSHEH KOMUTET, KaTo Mpe-
CTaBsIT MOAPOOHA apryMEHTAIMs 32 TOBA CH HCKaHE.

4. B cinyuaute, B KOMTO 1O MHeHHeTo Ha Kommcusita nucMeHuTe
3a0eNeXKM Ha JaJeHa Jbp)KaBa-wICHKa IOBIUraT HOBH Ba)KHU
BBIIPOCH OT HAYYHO HJIM TEXHHYECKO E€CTECTBO, KOMTO HE ca IMpeaMeT
Ha pasmIeXAaHe B NPEJOCTaBEHOTO OT ATEHLUSTa CTaHOBHILE, Ipece-
JaTeNsT MPeyCcTaHOBSBA IMPOLEAypaTa W BpbIIA 3asABICHUETO OOpaTHO
Ha ATEHIUATA 32 HOBO Pa3riIek/IaHe.

5. Kowmmucusta npuema pasnopeadute, HeoOOXOJUMH 32 U3IMTBIHEHUETO
Ha maparpad 4, B CbOTBETCTBHE C MpOILIEAypaTa, NMOCOYeHa B 4ieH 87,

naparpad 2.

6.  AreHuusTa pasnpocTpaHsBa JOKYMEHTUTE, IIOCOUYEHU B ujeH 34,
naparpag 4, OyKBu OT a) JI0 ).
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Ynen 36

AKO 3asBUTENl OTTErNIM TMOJNANEHO 1O ATCHIMATA 3asABICHUE 32
paspeiieHHe 3a THProBus, nOpeau AreHumsita Jga  IPEACTaBH
CTaHOBHIIE IO BBIPOCHOTO 3asBICHUE, 3asBUTENAT CHOONIaBAa Ha
ATeHIMATa TPUYMHUTE 3@ TOBA CBOE JICHCTBHE. ATCHIMATA OCUTYpPsIBa
OOIIIECTBEH JIOCTBIT JIO Ta3u HWHQOpMaIMs W MyOnMKyBa JOKIama 3a
OlLICHKAa, aKO CBINECTBYBAa TaKbB, CIEJ 3aJIMYaBaHETO Ha IUIaTa
uH(bOpMaLKs, IPECTaBIsIBAIA THPrOBCKA TaifHa.

Ynen 37

1. H3naBanero Ha Ppa3pClICHUC 3a ThPTOBUSA MOXKE J1a 6TJZ[€ OTKas3aHo,
aAKO CJI€q MPOBEpPKa HAa HJAHHUTEC U AJOKYMCHTHUTC, IMMPCACTAaBEHU B CHOT-
BETCTBHUEC C YJICH 31, CC YyCTaHOBH, 4€:

a) 3agBUTEIAT HE € JIEMOHCTPHpAT TO TOAXOISII HAYWH WIH B
JIOCTaThYHA CTENEH KauecTBOTO, OE3BPEIHOCTTA WIH e(QUKACHOCTTA
Ha BETCPUHAPHHS JICKAPCTBEH TPOJYKT;

6) 32 300TEXHUYECKH BETEPUHAPHU JIEKAPCTBEHU HPOIYKTH U OHOCTH-
MyaTopu — HEe ca B3eTH MPEIBUJA B JOCTaThuyHAa CTEMeH Oe3Bpen-
HOCTTa M XyMaHHOTO OTHOIICHHE KBbM JXHBOTHHTE W/mim Oe3omac-
HOCTTa Ha NMOTPEOUTEINTE;

B) CPOKBT 3a OTTCIJIAHC, MPCIOPBYAH OT 3asBUTCIII, HC €© JOCTAaTb4YHO
ABJBI, 3a Ja OCUT'YpH BB3MOXHOCT XPAaHUTCIHUTEC TIPOAYKTH,
IIOJIYY€HH OT TPETHUPAHU JXHUBOTHH, Ja HE CHABPKAT OCTATHYHHU
BCHICCTBA, KOUTO Ch3AaBaT OIACHOCT 3a 3JpaBCTO Ha HOTpe6I/ITeJ'H/ITe,
WK ChINUAT HC € HAJIC)KHO 000CHOBaH.

I') BETEPUHAPHUSIT JIEKAPCTBEH TMPOJYKT € MPEACTaBeH 3a 3abpaHeHa OT
pasnopendoute Ha OOmHOCTTA yroTpeda.

W3naBaHeTo Ha paspelleHHe MOoKe [a ObJe OTKa3aHO 10 T0100eH
HaYMH U B CIIy4aWTe, KOraTO OCHTYPEHHUTE OT 3asBHUTENSA JAHHU WIH
JOKyMEHTH B CBOTBETCTBME ¢ wieH 31 ca HETOYHM, WIH aKo
eTUKETHTEe U JIMCTOBKATa C YIMBTBAHMSA B ONAKOBKATa, MPEIIOKEHH OT
3agBHUTEN, HE CHOTBETCTBAT Ha Jsn V o JupektuBa 2001/82/EO.

2. OTka3bT 3a M3/IaBaHe Ha paspelicHue 3a Thproeus Ha OOIIHOCTTA
mpearoara 3abpaHa 3a MyckaHe Ha mas3apa B rpaHunuTe Ha OOmHOCTTa
Ha ChOTBETHMSI BETEPUHAPEH JIEKApPCTBEH IPOJIYKT.

3. OcurypsiBa ce OOWIECTBEH JOCTBI JIO HH(OPMAIMATA OTHOCHO
BCUYKHM OTKa3W M NPUYUHHUTE 32 TSX.

Ynen 38

1. be3 ma ce 3acarar pasnopembure Ha wieH 71 ot JlupekTuBa
2001/82/EO, BcsSKO pa3pelieHHe 3a ThProBHUS, MPEIOCTABEHO B CHOT-
BETCTBHE C HACTOSIIMS PEIIAMEHT, CE MpHiIara Ha TEPUTOPUITA Ha
stata  O6mHocT.  PaspemieHuero IpemocTaBs €AHAKBM IpaBa U
3aJbJUKCHHS. BBB BCSIKA OT JIbPIKABUTC-WICHKA C H3IaJCHO OT
CHOTBETHATa AbpKaBa-uJICHKa Pa3pelIeHre 3a ThPrOBHS B CHOTBETCTBHE
c wieH 5 ot HupextuBa 2001/82/EQ.

Pazperienure BeTEpUHAPHU JIEKApCTBEHM IMPOIAYKTH C€ BIHUCBAaT B
Peructppa Ha nmekapcTBeHHTE MPOIyKTH Ha OOIIHOCTTAa M HA CHIIHUTE
ce JaBa HOMep, KOHTO (Urypupa BBpXY TAXHATa OIAKOBKA.

2. Horudukanuure 3a pa3pelieHusTa 3a ThProBus ce MyOJHKYBaT B
Oduyuanen eecmuux na Esponeiickus cvio3, KaTo TO-CIEIHATHO Ce
MOCOYBAT JlaTaTa Ha W3/laBaHe Ha CBOTBETHOTO pa3pelieHHe U
HOMEpBT, MOJ] KOWTO CBHIIOTO € BhucaHo B Permcrbpa Ha OOIIHOCTTA,
KakTO W MEXJAyHApOJHOTO HenaTeHToBaHo HaummeHoBaHue (INN) Ha
AKTHBHOTO BEIIECTBO HA JICKAPCTBEHHUS TMPOJYKT, Heromara Qapma-
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IeBTHYHA (hOpMa M EBEHTYATHHs aHATOMHUYEH TEPArieBTHYCH XUMUYEH
BerepuHaper kox (ATC Vet Code).

3. Arennusra myOnuKyBa He3abaBHO JOKJIaJa OT OLCHKATa Ha BeTe-
pPUHApHUS JeKapcTBEH IPOIYKT, H3roTBeH oT KomwmTera mo mekap-
CTBCHHTE NPOMYKTH 3a BETEPHHApPHA YHOTpeOda, W NPHIMHHTE 32
CBOETO CTAHOBMIIE B IMON3a HAa MPEJOCTaBSIHETO Ha pas3pelieHue, ciel
KaTO 3ali4M IIaTa MHOpPMAIHs, MpeCTaBIABalla ThPTOBCKA TaifHa.

EBpormeiickusar nmoxrtan 3a obmectBeHa onenka (EPAR) Brmousa
MUCMEHO 0000IleHHe, ChCTaBEHO MO paz0HpaeM 3a OOIIECTBEHOCTTA
HaunH. OOOOIICHUETO ChABbpPKA TO-CICIHATHO pa3jiel, CBBbP3aH C
yCIIOBHATA 33 yNoTpeOa Ha ChOTBETHHUS JICKAPCTBEH MPOJYKT.

4.  Cruen mpenocTaBsSHETO Ha pa3pellieHHe 32 ThPrOBHS THUTYJSIPBT Ha
pazpemennero uUHGOpMHpa ATeHIUSITA 32 JTAaTUTE Ha JCHCTBUTEIHO
IyCKaHe Ha BETEPUHApHMS JICKAPCTBEH TNPOAYKT Ha IHas3apa B
IbP)KABUTE-WICHKH, KAaTO C€ B3e€MaT MPEABUA Pa3UYHHUTE pa3pelleHn
MPECTaBSHUS.

TuTysIpbT HOTHU(UIMpPA ATCHIHATAa 32 €BEHTYaJHOTO BPEMEHHO WM
MTOCTOSTHHO TPEYCTAHOBSBAaHE HA IYCKAHETO HA Ia3zapa Ha ChOTBETHHS
npoayKT. OCBEH NMPU U3KIFOUUTEITHH OOCTOSTEICTBA Ta3u HOTH(HUKALIUS
Ce MpaBH HE IMO-MAIKO OT 2 Mecela Mpeld MPCyCTAHOBSIBAHETO Ha
IyCKaHEeTO Ha MPOJyKTa Ha masapa.

ITo uckane Ha AreHIUATA, MO-CICIMATHO B KOHTEKCTa Ha (apmakoIo-
ruyHata OIWTENHOCT, THUTYJSIPBT Ha pa3pelIeHHeTO 3a ThProBHA
npejcTaBs Ha ATCHIUSATA BCHYKW JIAaHHM, OTHACSINM ce MO0 obeMa Ha
MPOJKOUTEe HA JIEKAPCTBEHHS TMPOAYKT HA OOIIHOCTHO pPAaBHHUIIE,
pasmpeeneHd Mo Ibp)KaBU-UICHKH, KaKTO W BCHYKU JIAHHU 3a KOJIHYe-
CTBOTO Ha PEIECNITHTE, C KAKBUTO paslojiara THUTYJISPHT.

Ynen 39

1. Be3 ma ce 3acsarar pasnopenoure Ha maparpadu 4 u 5, CpOKBT Ha
paspelleHnsTa 3a ThProBus € MeT TOANHH.

2. CpoKbT Ha pa3pelieHUETO 32 THPTOBHS MOXKE Jla ObJIC MPOABIDKCH
clie/l TIeT TOAMHU Bbh3 OCHOBA Ha M3BBpIIEHA OT ATEHIMTA MPEOIeHKA
Ha CHOTHOILIEHUETO MEXIY PHUCKa M IoJ3ara.

3a Tazu Len TUTYSIPHT HA Pa3pelIeHHeTO 3a THPrOBUS MPEIOCTaBs Ha
AreHnuaTa 0000IIEH CNUCHK HAa BCHYKU TPEICTABEHH JTOKYMEHTH,
Kacaellyd KadecTBOTO, OE3BPEIHOCTTa W eHUKACHOCTTA, BKJIFOUBAIIA
BCHYKH MPOMEHH, BHECEHH OT MOMEHTa Ha MPEJOCTaBSIHETO Ha paspe-
[IEHUETO 3a THPTOBHS, HAW-MAJIKO IIECT Mecela Mpear M3THYAHETO Ha
CpOKa Ha pa3pelIeHneTo 3a ThProBus 1o maparpad 1. AreHinusaTa Moxe
Jla U3KMCKa OT 3asABHUTENS Ja MPEICTaBU OMUCAHUTE TOKYMEHTH IO BCSKO
BpeME.

3. Cnexn ynAbIDKaBaHETO HA HETOBHS CPOK, paspelIeHHeTo 3a
TBPrOBHsI OCTaBa B CHJIA 3a HCONpPEJACNCH IIEPUOA OT BPEME, OCBCH
ako KowmmucusaTa He pemm mopagd OCHOBATEIHH CHOOPaKEHHUS,
Kacaem ¢apma KOJIOTHYHATA OJMTETHOCT, Jla MPOJBIKH C TPEeIoCc-
TaBsHE HA HOB ICTTOJMIICH CPOK ChITIACHO maparpad 2.

4.  Bcsko paspelieHHe, KOST0 He € IOCIEIBAHO OT JICHCTBUTEIHO
MmycKaHe Ha maszapa Ha OOIIHOCTTa Ha JIEKAPCTBEHMS MPOIYKT 32 BETe-
puHapHa ymoTpeba B CPOK JIO TpU TONWHM CIie]l W3/aBaHe Ha
CHOTBETHOTO pa3pelieHue I'yOu cBOsiTa BaJIUJIHOCT.

5. B caywamrte, xorato mpeau ToBa MyCHAT Ha Tasapa pas3perieH
JIEKapCTBEH TIPOJYKT BeYe HE INPUCHCTBA peajHO Ha Ia3apa B
NPOABDKEHHE HA  TPH  IIOCIEAOBATEIHH TOJUHH, CBOTBETHOTO
paspemieHue ryOu cBOsTa BaJIHJHOCT.

6. Tlpu HamMuWe Ha U3KIIOYUATEIHH OOCTOSITENICTBA M TIOPAaU ChOO-
paKeHHsI, Kacaellly 3allliTaTa Ha OOIIECTBEHOTO 3[paBe W/WIM 3PaBETO
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Ha KUBOTHHTE, KommucusaTa MOXe Ja pa3pelld H3KIIOYCHHsS OT CIa3-
BaHeTo Ha maparpadu 4 u 5. [TogoOHM H3KIIOYCHHS TpsOBa da Obaar
HaJUIeXHO OOOCHOBAHH.

7. Tlpu W3KIIOYUTEIHU OOCTOSITEICTBA M CJEJ TPOBEXKIaHE Ha
KOHCYJTAllMM ChC 3asiBUTENSl MOXE Ja Ce€ IPEeNoCTaBH pa3pelieHue,
MPUIPYKEHO OT OTIPABCHO KbM 3asBHUTEINS HM3MCKBAHE 32 BBHBEXKIAHE
Ha KOHKPETHM TMPOICIYPH, IMO-CICIHATHO TaKWBa, Kacaeu Oe3Bpe-
HOCTTa Ha JICKAPCTBEHUS MPOJYKT, M YBEJIOMSBAHE HAa KOMIIETCHTHHTE
OpraHd 3a BCEKH IMPOM3THYAIL OT HEroBaTa ynorpeda HHIHMICHT WU
NEUCTBUATA, KOUTO Ja OBJaT MpeArnpueTd. TakoBa paspeliecHHe MOXe
Jla Ce TpEAOCTaBs CIUHCTBEHO IO OOCKTHMBHM M TOJJICKAIIA Ha
rnpoBepka npuunHU. [IpoabirkaBaHETO Ha CPOKAa Ha pa3pelIeHHeTo ce
00BBP3Ba C €KErojiHATA MPEOICHKA HAa BBIIPOCHHUTE YCIOBUSI.

8. B cmywaute, KOrato € IOJAJICHO 3asBICHHE 32 pa3pelleHHe 3a
TBHProBUSL 3a JIEKApCTBEH INPOAYKT 3a BETepUHApHa yNoTpeda, KOWUTO
MMa CBIIECTBEHO 3HAYEHHE 3a 3/paBeTO Ha J>KUBOTHUTE M Haii-Beue
KOWTO TpPEACTABIIsiBA HOBOBBBEICHHE OT TEPANECBTHYHA IJICJHA TOUKa,
3asBUTEISIT MOXKE Jla OTIPaBM HCKaHE 3a HM3IBIHEHHE Ha YCKOpEeHa
Ipoleypa 3a OleHsBaHe. VckaHeTo ce 00OCHOBaBa HAJUICHKHO.

Axko KoMHTETBT 110 JIeKapCTBEHUTE TIPOJIYKTH 32 BETEPHHAPHA yIOTpeda
MpHeMe HMCKaHEeTO, CPOKBT, MPEABUIACH B uieH 31, maparpad 3, mbpBa
ajguHes, ce HaMmainsaBa Ha 150 mHwM.

9. Ilpm mpumemaneTo Ha cBOeTO craHOBHIIE KOMHUTETHT TO Iekap-
CTBEHHTE TPOIYKTH 3a BETEpPUHApPHA yIOTpeda BKIOUBA MPEIUIOKECHUE,
OTHACSILO CEe A0 KPUTEPUHTE 3a MpenucBaHe WM ymoTpeOa Ha BeTe-
pUHApHHUTE JIEKAPCTBEHU IMPOIYKTH.

10.  BerepuHapHHTE JIEKaPCTBEHH MPOAYKTH, pPa3pElICHH B ChOT-
BETCTBHE C pa3mopep0uTe Ha HACTOSIIMS PErJaMeHT, ce II0JI3BaT OT
pasmopendouTe 3a 3allUTa, I[OCOYeHM B wieHoBe 13 u 13a ot
Jupextusa 2001/82/EO.

Ynen 40

HpGI[OCTaBﬂHeTO Ha paspe€licHue HE 3acsira npousTudamiara OT T'paxk-
JAaHCKOTO WM KPUMHHAJTHOTO IIPAaBO OTTOBOPHOCT HA MPOU3BOIUTECIIA
WA TUTYJIIpa Ha paspClICHUCTO 3a ThProBUA CHITIACHO HAIIMOHAIHOTO
3aKOHOAATEJICTBO Ha ABPIKABUTC-YJICHKHU.

I'masa 2

KonTpon u cankuuu

Ynen 41

1. Cren mpepocraBsiHE Ha pa3pellieHUE B CbOTBETCTBUE C HACTOSIIUS
permaMeHT THUTYISPBT HA pa3pelleHneTo 3a TBHPTOBUS B3eMa MOJ
BHUMaHME, 110 OTHOLIEHHE HAa METOJUTE 3a IPOU3BOJICTBO U KOHTPOIL,
npeaBueHn B wieH 12, maparpad 3, OykBu T) u u) oT JlupekTua
2001/82/EO, mTOCTImXEHHATa HAa HAyYHO-TEXHHYECKHS MPOTpec |
U3BBPIIBA BCUUKHU [IPOMEHH, OT KAaKBUTO MOXKE Ja ChILECTBYBAa HEO0XO-
JUMOCT, 33 Ja MOXXE€ JIEKapCTBEHHAT MPOIYKT Ja ObIe MPOU3BEXKIAH U
TIPOBEPSIBAH C ITIOMOIITA HA OOIMIONPHETHTE HAYYHH MeTOau. THUTYIIpbT
3asBsIBa MCKAHETO CU 3a OJOOpsSBaHE HA BBIPOCHUTE MPOMEHH B CHOT-
BETCTBHE C HACTOSIIUS PErJIaMEHT.

2. KommereHTHMs OpraH Ha JaJieHa IbpKaBa-wieHKa I ATreHLUsTa
MOraT Jia TOWCKaT OT THUTYJIsIpa Ha pa3pelleHHeTo 3a ThProBUs Ja
OCHUTYPH B JIOCTAaThUYHHU KOJMYECTBA BEHIECTBA 3a MPOBEXKIAHE HA W3IH-
TBaHMs 3a OIpEJENsIHEe HAIMYMEeTO HA OCTaTbLM OT BETEPUHAPHUTE
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JIEKapCTBEHH TMPOAYKTH B XPAHUTETHHUTE MPOAYKTH OT JKHBOTHHCKU
TTPOM3XO/I.

3. Tlo uckaHe Ha KOMIICTCHTHHs OpraH Ha JaJieHa JbpKaBa-dJICHKA
WId Ha AreHIMsATa THUTYJIAPHT Ha Ppa3pelICHHETO 3a THProOBHS
OCUTYpsiBa TEXHHYECKO ChHICHCTBHE 3a YJIECHSABAHE NPWIATAHETO Ha
AQHATUTHYHUST METOJl 32 OTKPMBAaHE HAa OCTAThYHM BEIECTBA OT BeTe-
pPHHAPHHU JIEKApCTBCHH MPOIYKTH OT pedepeHTHa abopaTopus Ha
OOmHOCTTa WM aKo TOBa € LeNechbOOpa3HO, OT HAIlMOHAJIHU pede-
peHTHH J1abOpaTopuH, ONpeleiIeHH B ChOTBeTCTBHE C JlMpekTuBa
96/23/EO na CwBera ot 29 ampwin 1996 T. OTHOCHO MepKuUTe 3a
HaOJFOJICHUE HAa OIPCICICHH BEIIECTBA M OCTATBIM OT TAX B JKUBU
JKHBOTHH ¥ JKHBOTHHCKH mpoayktH (1).

4.  TurynsapbT Ha pa3pelIeHHETO 3a ThPrOBUS NMPEAOCTaBs He3a0aBHO
Ha Arennusita, Komucusita u abpKaBUTE-4ICHKH BCSKA HOBOIOSBHIIA CE
uH(OpMaIUsl, KOSITO MOXE Ja JOBEele O BHACSHETO HA TPOMEHH B
JMAHHUTE WA JOKYMEHTHTE, TOCOYeHHM B wieH 12, maparpad 3,
anenoBe 13, 13a, 136 u 14 ot HdupekruBa 2001/82/EO, mnprinoxeHue
I xbm Hest wim uneH 34, naparpad 4 OT HACTOSIIHS PEriamMeHT.

Cpupar yBenoMmsiBa He3a0aBHO AreHiusra, KoMucusaTa M JbpiKaBUTe-
YJIEHKH 3a BCsKa 3a0paHa WM OTPaHWYCHHUE, HAJOKEHH OT KOMIIe-
TEeHTHHTE OpraHH Ha KOSITO M Ja OWIO OT Ibp)KaBHTE, B KOUTO Ce
M3BBPUIBAT NPOJAKOM Ha BETEPUHAPHUS JIEKAPCTBEH MPOAYKT, M 3a
BCSIKA JIpyra HOBOIOSIBHJIA ce WH(OpMAaLus, KOSTO MOXKE 1a IMOBJIHsC
Ha OLIEHKaTa Ha CBHOTHOIIEHHETO MEXIy pHCKa M Toj3ara oT
CbOTBETHUS BETEPUHAPEH JIEKAPCTBEH MPOJYKT.

3a pesmTe Ha TEKyllaTa OllEHKAa Ha ChOTHOLICHHETO MEXIy pPHUCKa U
noj3ara ATeHIMSATa MOXeE Ja M3HCKa I0 BCSIKO BpeMe OT TUTYJsipa Ha
pa3pelnIeHNeTo 3a ThPrOBUS IPEJOCTABIHETO HA JaHHHU, OCUTYpPSBAIIU
JIOKA3aTeNICTBA 32 ChXPaHSIBAHETO Ha OJArONMpPUATHHS XapakTep Ha ChOT-
HOILIEHUETO MEXJy pUCKa U IoJj3ara.

5. AKO THTYIApPBT Ha pa3pelIieHHeTO 3a BETEPUHAPHUS JIEKAPCTBEH
HPOIYKT HANpaBU MPEATIOKEHHE 3a BHACSHE HAa NMPOMEHHU B TaHHHUTE U
JNOKyMEHTHUTE, TIOCOUeHH B maparpad 4, ChIIUAT MOAaBa CHOTBETHOTO
3asBIICHHE IO ATCHIUSTA.

6.  Cnen xoHcynramus ¢ AreHnusara Komucusita rmpuema moaxoIsim
pazmopendM 3a pasriiekAaHe Ha MPOMEHHTE B pa3pelleHHsATa 3a
TBpProBusi mox ¢opMara Ha periJaMeHt. Te3u MepKH, HperHa3HAueHU
Jla M3MEHSAT HECHIIECTBEHU EIIEMEHTH Ha HACTOSIIHS pErJIaMeHT upe3
JOMBJIBAHETO MY, CE€ MPUEMAT B CHOTBETCTBHE C MpPOIEAypaTa Mo pery-
JMpaHe ¢ KOHTPOJI, MmocoueHa B wieH 87, maparpad 2a.

Ynen 42

3asgBUTCIIAT WK TUTYJSIPBT Ha PA3pCHICHUCTO 3a ThProOBHUsS HOCHU OTTO-
BOPHOCT 3a TOYHOCTTa Ha MNPEAOCTABEHUTE NAaHHW U JOKYMCHTH.

Ynen 43

1. 1o ce oTHacs A0 BETEPUHAPHU JIEKAPCTBEHH IPOIYKTH, MPOH3-
BeJleHN Ha TepuTtopusata Ha OOIIHOCTTAa, KOHTPOJIHU OPTaHHU ca KOMIIe-
TCHTHUTC OpraHH HAa [IbP)KaBaTa-dCHKA WA bP)KABHTC-UICHKH,
NPEIOCTABIIIM Pa3PEIICHUETO 3a IMPOM3BOJCTBO, MPEIBHACHO B WICH
44, mnaparpadp 1 ot [dupextuBa 2001/82/EO, mno oTHOIICHHE Ha
CHOTBETHUSI JISKAPCTBEH MPOJIYKT.

() 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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2. 3a JekapCTBEHH IMPOIYKTH, BHECEHU OT TPETH CTPAHHU, KOHTPOIHU
OpraHM ca KOMIIETEHTHHTE OpraHd Ha JIbp)KaBaTa-wICHKAa WIIH
JbP)KABUTE-WICHKH, TPEJOCTABIIN Pa3pelIeHUETO, TMPEIBHICHO B
uneH 44, naparpad 3 ot HupektuBa 2001/82/EO, Ha BHOCHTEIS,
OCBEH aKO ca CKIIOYeHH CBOTBETHHUTE JIOTOBOPEHOCTH MEXIY
OOmHOCTTa W CTpaHaTta M3HOCHTEN, CBIJIACHO KOUTO BBIIPOCHHST
KOHTPOJI C€ OCBIINECTBSIBA B CTpaHaTa HM3HOCHTEN, W TPONU3BOIUTEIST
mpuiiara CTaHAapTH 3a J0o0pa MPOW3BOJCTBEHA MPAKTHKA, KOUTO ca
Hai-MaJKo €KBUBAJICHTHH Ha CTAHIapTUTE, ompeneiaeHn oT OOIHOCTTa.

I[az[eHa Abp)KaBa-1wiICHKa MOXCE Ja IIOUCKa ChJICKCTBUE OT Apyra
Abp)KaBa-wICHKa WX OT AreHuusra.

Ynen 44

1.  KoHTposmHHTE OpraHu OTroBapsT 3a TNpOBepKaTa OT HMETO Ha
OOIIHOCTTa, Jaad TUTYSIPBT Ha pa3perieHHeTo 3a ThProBHUs C BETEPH-
HapHHUS JICKApCTBCH MPOAYKT WM peructpupanust B OOIIHOCTTA
MPOU3BOJUTENl WM BHOCHUTET YAOBICTBOPSIBA H3UCKBAHHATA, OIpE-
nenenn B jsuoe 1V, VII u VIII ot JJupextura 2001/82/EO.

2. B ciuywante, xorato B choTBeTcTBHE ¢ wWieH 90 oT [upekTuBa
2001/82/EO Komucusra 0bae nHGOpMHUpaHA 32 CEPUO3HU pa3HOIIIACHs
MEXKIY IbPKABUTE-WICHKH OTHOCHO TOBa, IaiHM THTYJBIPBT Ha paspe-
IICHUETO 32 THPTOBUS C BETEPUHAPHUSI JICKAPCTBEH MPOIYKT MM PErH-
crpupanusit B OOLIHOCTTA POM3BOUTEN MM BHOCHTEN YIOBICTBOPSIBA
W3UCKBaHMATA, MocoueHn B maparpad 1, Komwucusita MmMoxe cruen
KOHCYNTALIMM ChC 3aMHTCPCCOBAHUTE [IbPIKABU-WICHKH Ja OTIIPABH
HCKaHe 3a IIpeIIpHeMaHe Ha HOBa IPOBEpKa Ha THTYISIpa Ha paspe-
[ICHUETO 33 THPrOBHUS, HMPOU3BOIUTEIS WM BHOCHTEIS, OT WHCIECKTOP
OT KOHTPOJHHUSI OpraH; BBIPOCHUSAT HHCIEKTOp C€ MPHIpPYXkKaBa OT
JBAMA WHCIEKTOPH OT JIbPKABU-YICHKH, KOWTO HE ca CTpaHa [0
Cropa, W/WiH OT [BaMa eKCIIepTH, omnpeneicHn ot Komurera mo jekap-
CTBCHHUTE TPOAYKTH 3a BEeTEpHHApHA YHOTpeoa.

3.  CebryacHO CHOpa3yMEHHATA, C€BEHTYAJIHO CKIIOYCHH MEKIY
OOmHOCTTa U TPETH CTPaHU B CHOTBETCTBHE ¢ wieH 43, maparpad 2,
Komucusara Moxe ciep noiydaBaHe Ha J00pe OOOCHOBAHO HCKaHE OT
IbpKaBa-wICHKA WM IIOCOYCHMS KOMHTET WM TIO CBOS COOCTBEHA
MHUIMATHBA Ja M3MCKAa OT PETHCTPUPAHUS B TpeTa CTpaHa MpPOU3-
BOJWTEN [a CC TOUIOKK Ha MpPOBEpKa.

IIpoBepkara ce U3BHPIIBA OT HHCIEKTOPH OT JbPIKABUTE-UJICHKU, KOUTO
MpUTEKABAT HeoOXoaumara KBalM(UKAIMs, CBIIATE MoOrar Ja ce
MPUIPYXKABaT OT JOKJIAJYMK WM EKCIIePT, HA3HAYCHH OT IMOCOYCHUSI
KOMHTET. J[OKIaabT HAa MHCIIEKTOPHUTE CE MPEIOCTaBs Ha Pas3IOJI0KCHHUE
na Komucusira, Ibp)KaBUTE-UWICHKA U IIOCOYCHHS KOMHTET.

Ynen 45

1. B ciyyauTe, B KOUTO KOHTPOJHHTE OpPraHU WIIM KOMIIETCHTHHUTE
OpraHd Ha Jpyra Abp)KaBa-dJeHKa MOATbP)KAT CTAHOBHUILIETO, Y€ PErH-
CTpHpaHUST Ha Teputopusata Ha OOIIHOCTTA TPOWU3BOJMTEN WA
BHOCHTENl BEUe HE H3IBJIHIBA 3aJb/DKCHUSTA, PErJIaMEeHTHPAHU B ST
VII or HupektmBa 2001/82/EO, cwmure wuHPOpMHUpAT HE3a0aBHO
Komurtera mo nexkapcTBEHHTE NMPOIYKTH 3a BETEpHHApHA yroTrpeba u
Komucusra, u3naraiiku mojapoOHO CBOWTE NPUYMHH U (HOPMYJIHPANKH
MpeTIOKEHHE 3a JISUCTBUSTA, KOUTO Ja OBJAT MPEIIPHETH.

ChIIOTO BaXU M B CIIydyauTe, B KOUTO JaJCHA JbpKaBa-4JICHKA WU
Komucusara cyerar, 4ye 1o OTHOIIEHHE Ha CHOTBETHHS BETEpUHAPEH
JICKapCTBEH MPOJIYKT ClelBa Ja ObJe NMPUIOKEHA HSAKOS OT MEpKHUTE,
npeasuaeHu B s VIII ot [lupektusa 2001/82/EO, wim mocoueHHST
KOMHTET € NpEACTaBHJI CTAHOBHILE B TO3M CMHCBI B ChOTBETCTBUE C
yineH 30 OT HACTOSIIUS PErJaMeHT.
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2. Komucusita U3MCKBa OT ATCHIUATA JIa MIPEJCTaBU CBOE CTAHOBHMIIE
B CpPOK, KOMTO cChblara ONpeneNs B 3aBUCUMOCT OT CIEIIHOCTTa Ha
BBIIPOCA, C OIJIeJ Ha MPOYYBAHETO HAa M3ThKHATUTE NMpuumHHU. Koraro
TOBAa € OCBUIECTBUMO, TUTYJISIPBT Ha Pa3pelICHUETO 3a JIEKapCTBEHMs
MPOAYKT ce TPUKaHBA Jia Jaje YCTHH MM ITUCMEHU OOSICHEHHSI.

3.  Cnen ¢opMmynupaHe Ha CTaHOBMIIEC OT CTpaHa Ha ATCHIUSTA
Komucusita mnpremMa HEOOXOAMMHUTE IPEABAPUTEIHH MEPKH, KaTo
HpHIara ChIIUTe He3a0aBHO.

OKOHYATENHO pEIIeHHe ce MpHeMa B CPOK 1O IIECT Mecela B ChOT-
BETCTBHE C MpOIeypara, IOCOUCHA B WieH 87, maparpad 3.

4. B cayuaure, KOrato € HaJulle HEOOXOAUMOCT OT HpeAnpUeMaHe
Ha He3a0aBHU [EHCTBHSI C OIVIe] ONa3BaHe Ha YOBELIKOTO 37paBe,
3[paBeTO HA JKMBOTHHTEC WIM OKOJHATa Cpela, HaJieHa IbprKaBa-
YJIEHKA MOXKE I10 CBOSI COOCTBEHa WHMIMATHBA MM IO HCKaHe Ha
Kommucnsra ma crpe ynorpebaTa Ha CBOS TEPUTOPHS HA BETCPHHAPHUS
JEKapCTBEH MPOJYKT, paspelieH B CHOTBETCTBUE C  HACTOSILMS
periamMeHr.

Korato nppkaBaTa-uieHKa NpennpueMa TOBa IO CBOsi cOOCTBeHa
WHUINATHBA, cbliata uHbopmupa Komucusita u AreHuusra 3a
MPUYUHATE 32 TOBA CBOE JICWCTBUE HAW-KbCHO HA CIEABAIIUS PabOTeH
JICH CIle]] [IPEYCTAaHOBSBAHETO. ATCHIMATa HHPOPMHpPA He3abaBHO OCTa-
HAIIUTE JIbpKaBH-wWIeHKH. Kommcusta mpeanpruema He3a0aBHO H3ITHI-
HEHHMETO Ha INpoleaypaTa, npeasuaeHa B naparpadu 2 u 3.

5. B To3u ciyuail mabpkaBaTa-4ieHKa OCUTYpsiBa YCJIOBHUS 3a OBpP30
“HQOPMHUpaHE Ha CIY)KHTEIMTE OT CHUCTeMaTa Ha 3][paBeola3BaHETO 3a
CBOUTE JEHUCTBUS U MIPUYMHHUTE 3@ TE3M JIEHCTBHSA. 3a Ta3M 1] MOraT ja
Ce M3IION3BAT MPEKHUTE, CH3AaACHH OT NMPOPECHOHATHUTE CAPYIKECHHUS.
JbpxaBute-unenkn uHpopmupar Komucusita m AreHuusTa 3a Ipen-
MIPUETUTE 3a Ta3M LIeN JIeHCTBHUS.

6. Ilocouenure B maparpad 4 Mepku 3a IpeycTaHOBSBaHE MoOrar ja
OCTaHaT B CHJIA JIO NPUEMAHETO Ha OKOHYATEIHO pPEIICHHE B ChOT-
BETCTBHE C MpOIleypara, TOCOUCHA B WieH 87, maparpad 3.

7.  Tlpnm momckBane AreHumsTa nH(OpPMHpa BCSAKO 3aMHTEPECOBAHO
JWIEe 32 OKOHYATENHOTO PEIICHHE W OCHTYpsABa ITyOIMYeH JOCTBII 0
Hero He3abaBHO ClieJl HETOBOTO IIpHEMaHe.

I'masa 3

(I)apMaKOJIOFl/I'IHa OIMTEJTHOCT

Ynen 46

3a menuTe Ha HACTOSIATa TJiaBa ce mpuiara wieH 77, maparpad 2 ot
Jupextusa 2001/82/EO.

Ynen 47

B TACHO CBTPYIHHMYECTBO C HAIMOHAIHHTE CHCTEMH 3a (hapMmako-
JOTHYHA OIMTENHOCT, CB3MaJCHH B CBOTBETCTBHE C 4WieH 73 oOT
HupextuBa  2001/82/EO, AreHnmsaTa Ha0aBs IpUlata 3HaYAMAa
nH(GOpPMANUs OTHOCHO IPEAIONaraéMUTe HEOIArONpUATHH PEAKIHH,
NpPEIU3BUKAHM  OT  JICKAPCTBEHWTE MPOAYKTH 33  BETEPUHApHA
ynotpeba, paspemienn ot  OOHIHOCTTa  CBIVIACHO — HACTOSIIHS
permameHT. B ciyuamTe, koraro ToBa € IenecboOpasHo, KommTeTsT
MO JIeKapCTBEHHUTE MPOMYKTH 3a BETepUHApHA ymoTpeda MOATOTBA B
ceotBeTcTBHE C wieH 30 OT HacTOSMmMS perNIaMeHT CTaHOBHIINA
OTHOCHO HeoOxoaumure Mepku. OcurypsiBa ce MyOnuueH JOCTBII 10
CTAQHOBHII[ATA.
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Te3sn Mepku MoraT Ja BKJIIOYBAT H3MEHECHUS B Pa3pEIICHHETO 3a
THPTOBUS, TPEIOCTaBEHO B CHOTBeTcTBHE ¢ wieH 35. Cpmmre ce
rnpueMar B CBHOTBETCTBHE C TpoIeypara, IMocoueHa B uieH &7,
naparpad 3.

TuTynsapbT Ha pa3pelIeHUueTo 3a ThbPrOBHUs U KOMIETEHTHUTE OpraHu Ha
IbPKaBUTE-WICHKH OCUTI'YPSBAT YCJOBHS IisjIaTa 3HaYMMa MHGOpMAIus
OTHOCHO TPEJIoJIaraeéMUTe HEOIAarONPHATHH PEAKIMU CIPSIMO paspe-
HIGHUTE [0 CHJaTa Ha HACTOALIMS pEerjaMeHT BETEpPUHAPHU JieKap-
CTBEHH TNPOAYKTH JAa Oblle MpeAocTaBeHa Ha BHUMAHHETO Ha
ATeHIIMATA B  CHOTBETCTBHE C pasNopeAOMTe HA  HACTOSIIHS
pernmameHT. CoOOCTBEHMIUTE Ha JKMBOTHH U JKHBOTHOBBIWUTE C€
HAchpYaBaT Jla ChOOIIABAT HA CIY)KUTEIUTE OT CUCTEMaTa Ha 3]]paBeo-
Ma3BaHeTO WM OTroBapsuTe 3a (apMakoJorHyHaTa OIUTETHOCT
KOMITETEHTHH HAI[MOHATHU OPraHd 3a HeOJAroNmpHUsSTHUTE PEaKIHH.

Ynen 48

TutynspbT Ha pa3pelieHue 3a BETEPUHAPEH JIEKAPCTBEH TPOJYKT,
MPEIOCTABEHO B CHOTBETCTBUE C Pa3lopeOMTE OT HACTOSIIHS
periaMeHT, pasrojiara HENpEeKbCHATO M MO BCAKO BpEME C JIMIE C
MOJXOMsANa  KBaTu(UKAIUsA, OTroBapsmo 3a (apMakoJIOTHYHATA
OJIUTETHOCT.

BrrpocHoTo KBaNMUIMpaHO JHIle NpeOuBaBa Ha TEPUTOPHSTA HA
OOIHOCTTa W HOCH OTTOBOPHOCT 3a:

a) Ch3AaBAaHETO M TO/UIBPKAHETO HA CHUCTEMa, OCUTypsiBallla ChOH-
paHeTo, OICHSBAHETO W CPABHEHHETO Ha WH(OpPMAIHUSITA OTHOCHO
BCHYKHU TMPEANOJaracMd HeOJaronpusTHH pPEaKIuH, ChOOIICHH Ha
nepcoHaga Ha JPYKECTBOTO M MEIUIHMHCKUTE CIIy)KHTEIH, 10
HA4YMH, KOWTO OCHUTYpsiBA BB3MOXKHOCT 32 HEHHOTO OIICHSBAaHE B
JlajicHa To4Ka Ha Tepuropusita Ha OOIIHOCTTA;

0) MOATOTBSHETO HA JOKJIAJWUTE, MOCOUeHH B wieH 49, maparpad 3, 3a
HY)KINT€ HA KOMIIETEHTHHTE OpraHM Ha JIbpXKAaBUTE-UI€HKH MU
ATeHITIATA B CBOTBETCTBHE C W3HUCKBAHMATA HA HACTOSIINUS
pErJaMeHT;

B) TapaHTHUPAHETO, Y€ BCAKO HCKaHE Ha KOMIIETEHTHHTE OpraHH 3a
OCUTYpsiBAHE Ha JIONMBJIHUTENHA WHopManus, HeoOXomuma 3a
OLIEHKaTa Ha PUCKA M IoJI3aTa OT JIa/IeH BETEPUHAPEH JIEKapCTBEH
MPOJYKT, BKIIOYHTEITHO OCHUTYpsIBAaHE Ha MHQpOpMAIus 3a odema Ha
npoaaxOuTe WM Opost Ha PEeLENTUTEe, 3/1aJICHH 38 ChOTBETHHUS BETe-
pPUHApEH JIEKapCTBEH MPOAYKT, IIe TOJyYH IbJIeH U OBbp3 OTrOBOP;

I) TPEIOCTaBIHETO Ha KOMIIETCHTHUTE OpraHM Ha BCAKa Jpyra
uH(OpManus, OTHACAIIA CE IO OIEHKATa Ha PHUCKa W T0J3aTra OT
JAJICH BETePUHAPEH JIEKapCTBEH MPOAYKT, TO-CHEIUATHO HHPOP-
MarusTa, Kacaella HW3CIeBaHUsTa 3a OE3BPEHOCTTa B TEPHOIA
Clle]l W3/IaBaHETO HA CHOTBETHOTO pAa3pelICHUE, BKIFOYHUTETHO
uH(OpMaIUsITa OTHOCHO BAIUAHOCTTA HA MEPHOJAA 3a OTTEIJISTHE
WIM JIMICaTa Ha OdYaKkBaHAaTa e(PUKACHOCT WM TOTEHIIHATHHUTE
€KOJIOTUYHH TIPOOIEMHU.

Ynen 49

1. TuTymsipsT Ha pa3pelIeHHEeTO 3a TBHPIOBHS C BETEPUHAPEH
JIEKapCTBEH MPOJYKT rapaHTHpa, Y€ BCHUYKM HAOJIIOJaBaHU Ha TepH-
Topusata Ha OOIIHOCTTa W TPENOCTaBEHW HAa HETOBOTO BHHMAHHE OT
CIly’)KUTEJI OT CHCTeMaTa Ha 3]paBeolla3BaHETO IpearojaraeMu
CepHO3HHM HEONAroNpUATHU PEaKIUU M HEOJAaronpHATHH PEakiud HpU
XOpa CIpsIMO [aJIeH BETEpPUHAPEH JIEKApCTBEH IPOIYKT, paspelieH B
CBHOTBETCTBHE C HACTOALIMA pErjiaMeHT, e ObaaT Obp30 JTOKyMEH-
THPaHU ¥ CBHOOLIEHW HA IBbPIKABUTE-WICHKH, HA YHUATO TEPUTOPHS €
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BB3HUKHAJ BBIIPOCHHUAT WHIMJCHT, HE MO-KBCHO OT 15 aHM ciex moiry-
YaBaHETO Ha BBIIPOCHATAa WHQOpMAIHS.

TUTyIpbT Ha pa3pelICHUETO 32 ThPrOBUS JOKYMEHTHPA BCUYKH JIPYTH
HaOmonaBann Ha TeputopusaTa Ha OOIIHOCTTA MpeAroiaraeMu
CEpUO3HU HEOJAroNnpHsATHU PEAKIUK M HEOJArONpHUSATHU PEaKIUU NpU
X0pa, 32 KOUTO ChHIIUSIT MOXXKE C OCHOBAaHHE Jia C€ OYakKBa Ja Oble
UHPOPMHpPaH, B CHOTBETCTBHE C IpaBHJaTa, MOCOYEHH B wieH 51, u
YBEJIOMsIBA CIICIIHO, HE IMO-KbCHO OT 15 JHU ciiel Mojy4aBaHETO Ha
BBIIPOCHATa WHQOpMAIUA, KOMIIETEHTHUTE OpraHd Ha JIbp)KaBUTE-
YJICHKH, Ha YHUATO TEPUTOPHS € BH3HUKHAI ChOTBETHHAT WHIIMICHT, W
AreHnusTa.

2. M3 Turynsapsar Ha pa3pelIcHHETO 3a THPTOBHS C BETEPUHAPEH
JIEKapCTBEH MPOAYKT rapaHTHPa, Y€ ABbP)KABUTE-WIEHKH M ATEHIHATA
me OBJaT yBeDOMSBAaHH OBP30, HE MO-KBCHO OT 15 mHM cren moryda-
BaHETO Ha CBHOTBETHaTa WH(OpPMANMs, 332 BCHYKH IPEATIONAracMu
CEpHO3HH HEOYaKBAHW HEONArONMpHATHH pEAKIMM U HeOTarompusTHH
peaKuMy TpH XOpa W BCHYKH IIPEAIONaraeMH CIydad Ha IIpefaBaHe
Ha MHQEKIMO3HMW areHTH 4pe3 JaJIeH JICKApCTBEH MpPOAYKT, HaOIro-
JaBaHM Ha TEPHUTOpHMATa Ha Tpera cTpaHa. Kommcmsara mpmema pasmo-
pendute, Kacaelld yBENOMSBAHETO 3a MHPEANOIaracMuUTe HEOYaKBaHU
HEOMarompuATHH PEaKIUH, KOUTO HE Ca CEePUO3HH, HE3aBUCHMO OT
TOBa JAJIM CBHIIUTEe HACTBIBAT Ha TepuTopusATa Ha OOIIHOCTTAa MM Ha
TepUTOpPHATA HA TPeTa CTpaHa. Te3n MepKu, MpeAHa3HaueHH Ja H3MEHST
HECBHIIECTBEHH €IEMEHTH Ha HACTOSIIMS PEriIaMeHT 4pe3 JOIBIBAaHEeTO
My, ce TNpueMaT B CBOTBETCTBHE C MpOIedypaTa IO peryiaupaHe c
KOHTPOJI, TTocodeHa B wieH 87, maparpag 2a. <«

OcBeH KOTaTo ca HaWIEe W3KIIOYUTETHH OOCTOSTENCTBa, HH(OP-
ManusTa 3a BBIPOCHHUTE PEAKIUH CE MOJaBa MO ENEKTPOHEH BT MOJ
(dopmara Ha JOKIaa M B CHOTBETCTBHE C PBKOBOACTBOTO, ITOCOYCHO B
uieH 51.

3.  TurymappT Ha pa3pemieHHeTO 3a TBProBUS C BETEPUHAPEH
JIEKapCTBeH TMPOIYKT MOUThp)Ka TMOAPOOHA MOKYMEHTAIMs 3a BCHYKH
mpearonaraeMd  HeONArONpPHUATHH PEaKIWH, HACTHIBAIIA HAa TEPH-
TOpHSATA WIA W3BBbH TeputopusaTa Ha OONIHOCTTA, 32 KOUTO CHINUST
OuBa yBEIOMSBaH.

OcBeH ako KaTo YCIIOBHE 3a MPEIOCTaBsIHE HAa Pa3pelieHHe 3a ThProBHs
ot OOmHOCTTa HE ca OWIM TPeIsIBeHU JPYTH W3MCKBAHMS, BBIIPOCHATA
JIOKyMEHTAIIMS C€ TPEIOCTaBsi Ha ATCHIUATA U JAbPKABUTE-UICHKU O]
(opmaTta Ha TEPUOJUYHO AKTyaIM3WPaH JOKIAJ 3a OE3BpPEIHOCTTA,
BEJIHAra CjeJl KaTo CHIIUTE 3asABSIT TOBA WJIM HA-MajKo BEIHBK Ha
BCCKM IIECT Mecelld B IIEPHOJIa MEKIy IPEJOCTaBIHETO Ha paspe-
[ICHHETO W TyCKaHeTo Ha ma3apa. [IepHoJUYHO aKTyalM3upaHUTE
JOKJIaa 32 Oe3BPEAHOCTTA CE MPEHOCTABST CHIUIO Taka He3a0aBHO MPH
[OWCKBAaHE WM HaH-Mallk0 BEIHBXK Ha BCEKH INECT Mecela Ipe3
OBPBUTE JIBE TOIMHM Clie]| ITbPBOHAYAIHOTO ITyCKAaHE Ha Iasapa Ha
OOmHOCTTa W BEAHBK B TOAMHATA Tpe3 CIEIBAIINTE [BE TOAWHH.
Cren ToBa JOKJIAIUTE C€ MPEACTABAT BEAHBK HA BCEKU TPH TOIMHHU
WK BEIHAra Cjiejl MOJydaBaHe Ha MCKaHE 3a TOBA.

Joknanute ce nmpuapy’kaBaT OT Hay4yHa OLIEHKA, MO-CIIELUATHO TaKaBa
Ha ChOTHOLIEHUETO MEXJy PUCKa M I0JI3aTa OT ChOTBETHHUS JIEKAPCTBEH
HPOJIYKT.

4.  Komwucmsata MOXE Ja TpHEMe pasnopenadH 3a W3MCHCHHE Ha
naparpad 3 ¢ orien Ha ONMTa, TPUAOOUT B Tpolieca Ha HErOBOTO
npwiaraie. Te3n Mepkw, NpelHa3HAUYeHH Ja W3MEHST HECHIICCTBEHU
CNICMCHTH Ha HACTOSIIMS PErJaMEHT, Ce MpHeMaT B ChOTBETCTBHE C
mpolleaypara, mocoueHa B wieH 87, maparpad 2a.

5. TutyasipbT Ha pa3pelICHUETO 3a ThPTOBHS HE MOXE Jia ChOOIIaBa
undopmanusiTa, Kacaema —npoOieMuTe Ha  (papMakoJOruyHaTta
OIUTETHOCT MO OTHOIICHHE HA HErOB Pa3pellieH JEeKapCTBEH MPOAYKT,



2004R0726 — BG — 06.07.2009 — 004.001 — 37

Ha IIUpoKara 06HI€CTBCHOCT, 0e3 nma YBEAOMU TMPCABAPUTCIIHO HWJINA
COIHOBPEMECHHO AreHImsITa 32 TOBA.

BbB BCHUKM Clydau TUTYIAPbT Ha pa3pelleHueTo 3a TbProBUs
OCUTypsiBa YCJIOBUSI 32 OOCKTHBHO M HEMOJABEKIAIIO MPEICTaBsHE Ha
BBIIPOCHATa HH(OpMAIHSL.

JbpKaBUTe-4JICHKH TIpeArpueMar HEoOXOIMMHUTE MEpKH, 3a Ja
rapaHTHpaT HaJllaraHeTo Ha e(QEeKTUBHM, CHpPa3MEPHH W BB3MHPALIN
CaHKIIMM Ha BCEKM THUTYJIAP Ha pa3pelieHHe 3a ThProBUS, KOWTO He
U3IIBJIHSBA TOPEIIOCOYCHNUTE 3abIKEHNUS.

Ynen 50

Beska appkaBa-uiieHKa OCHUTYpsiBA BB3MOXKHOCT 3a CIEIIHO, HE II0-
KBbCHO OT 15 AHM ciieq molyyaBaHe Ha ChOTBETHATa MH(MOPMAIUs, JOKY-
MEHTHpaHE M YyBeIOMsBaHE Ha ATeHIMATa M THUTYJIsIpa Ha paspe-
IIGHHETO 3a THPrOBUS C BETEPUHAPHHUS JICKAPCTBEH MPOAYKT 3a
BCHYKM TMPOSBWIM C€ Ha HeWHa TEpPUTOPUs M MPEJOCTaBEHH Ha
HEHHOTO BHUMAHUE IIPEAINOJaraéMd CEpUO3HM  HeOIaronpusTHU
peakuuu ¥ HEOJAarompusTHH peakUUH TPH Xopa CIPSIMO JaJieH
JIeKapCTBEH TPOAYKT 3a BETepHHApHA yrmoTpeda, paspemeH B ChOT-
BETCTBUE C Pa3nope/0OUTe OT HACTOSIIHS PErJIAMEHT.

AreHimsATa W3mpania HHGOpPMALUATA [0 HAIHOHAIHHTE CHCTEMH 3a
(apmakonornyHa OJUTEITHOCT, Ch3/IaJCHH B CHOTBETCTBHE C WieH 73
ot Jupekrusa 2001/82/EO.

Ynen 51

B pamkuTe Ha KOHCYJNTallMU C ATECHIHATA, THPKABUTE-WICHKH M 3avH-
TepecoBaHuTe crpaHd Kommcusata pa3paboTBa PBHKOBOACTBO OTHOCHO
ChOMpaHeTo, MpOBEpKaTa HA [OCTOBEPHOCTTA M IPEACTABSIHETO Ha
CBEIICHUSTA 32 HEOJAroMpHATHUTE peakiuu. ToBa PBKOBOJICTBO
ChABpKA IMO-CICHHATHO MPEMOPHKH OTHOCHO HAYMHHUTE 3a OIOBE-
CTsBaHe Ha WHQOpMANUITA 32 HEOJArONPHATHUTE PEaKlIUH B MOJI3a HA
pabotenmre B cepara Ha 3paBEONa3BAHETO.

B croTBeTCTBHE C TE3W PBHKOBOJCTBA THUTYJSIPUTE HA pa3pelieHHs 3a
TBPrOBUS C€ 33/IbJDKABAT J1a OOpaBsAT C BB3NpHETaTa B MEXKAyHAPOJCH
Mariad MeIUIMHCKA TEPMHUHOJIOTHSI 332 OIOBECTSIBAHETO HA CBEACHUSITA
3a HEOJIATONPUSATHATE PEAKITUH.

B pamknTe Ha KOHCYJTallUM C [AbpkaBuTe-wieHKkH u Kowmwmcusra
AreHIMATa CH3JaBa Mpexa 3a o0paboTka Ha JAHHUTE C OIJie]l Ha
OBp30TO TIperaBaHe HAa MHGOPMAIMATA HA KOMIICTCHTHHTE OpPraHH Ha
OOmHoCTTa B CiyYail Ha KpH3HMCHA CHUTyalHs IO NMPHYMHA HA HeKade-
CTBEHO MPOU3BOJICTBO, CEPHO3HH HEONATOMPHUATHU PEAKIMH U JPYTH
CBBpP3aHU C (papMAKOJIOTHYHATA OJUTEIHOCT JAHHHM, KACACIIH BETCPH-
HApHUTE JICKAPCTBEHU MPOJYKTH, Pa3pelieHd B CHOTBETCTBHE C WiICH 5
ot Jupekrusa 2001/82/EO.

B cpok 0 mer roguHM ciiejl IIbPBOHAYAIHOTO IMyCKaHe Ha Ia3apa Ha
OO0rHOCTTa ATeHIUsATa MOXKE J]a TIOUCKA OT TUTYJISAPa Ha Pa3perIeHueTo
3a THProBUs Jia chOepe CBBbp3aHH C (hapMaKoJOrHMyHaTa OJUTEITHOCT
crieUYHU JTAaHHU B PaMKHTE Ha HAOIOJICHHS HA IEJIEBH TPYMU OT
JKMBOTHHU. ATCHIMATA MOCOYBA MPUYMHHUTE 38 UCKAaHETO. THTYISPBT Ha
pa3peleHneTo 3a ThProBHs CPABHSIBA U OLICHSBA CHOPAHUTE JTAaHHU U TH
MpeocTaBs Ha ATEHIUSITA 32 W3BBPIIBAHE HA OICHKA.

Ynen 52

AreHIuATa OCBIIECTBABA CBHTPYIHHUYECTBO C MEXIYHAPOIHU Opra-
HU3aI[MHM, WMAIld OTHONICHHE KbM (PapMakoJOrHYHaTa OUTETHOCT
BBB BETEPHUHAPHUSI CEKTOP.
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Ynen 53

ATeHIMATa W KOMIIETCHTHUTE OpPraHW Ha IbP)KABUTC-WICHKA CH
CHTPYAHMYAT, BKJIIOUMTEIHO Ype3 INpHUIaraHe Ha ChbBMECTHH IOIXOJIH,
C OrJieJl Ha HEMPEKbCHATOTO pa3pabdOTBaHE HA CHUCTEMH 3a (hapMako-
JIOTHYHA OIMTEHOCT, KOMTO MOTaT Jia MOCTUTHAT BHCOKU CTaHIapTH
Ha OOIIECTBEHO 3/IPaBEOINa3BaHe M0 OTHOILEHHE HA BCHUYKH JIEKAPCTBEHH
NPOJYKTH, HE3aBUCHMO OT HAaUYMHUTE 33 paspellaBaHe Ha MPOIYKTHTE,
0Py MAaKCUMAJHO OIOJI30TBOPSABAHE Ha paslojiaraeMuTe pPeCypcu B
OO0mHoCTTA.

Ynen 54

Komucusra Moxke na mpueme BCSKO H3MEHEHHE, KOETO MOXKe Ja ce
OKa)ke HeOOXOJMMO 32 aKTyaJM3UpaHe Ha pa3lopenonuTe OT HacTosIIaTa
IJlaBa, 3a Ja Cce OT4eTe Hay4HO-TeXHHuYeckusi nporpec. Tesm Mepkw,
MpeIHa3HaYeHU Ja W3MEHST HECHUICCTBEHM €JEMEHTH Ha HaCTOSALIHA
pernameHT, ce mpueMaT B ChbOTBETCTBHE C IPOLEAypaTa Mo peryjaupaHe
C KOHTPOJI, MOCOYCHA B uwieH 87, maparpad 2a.

TUUT IV

EBPOIEMCKA ATEHIUS IO JEKAPCTBATA —
OTrOBOPHOCTHU U AIMUHUCTPATUBHA CTPYKTYPA

I'masa 1

3agaun HA AreHUHMsITA

Ynen 55

Cp3naBa ce EBpomeiicka areHnus mo JiekapcTBaTa.

ATeHITHATa OTroBaps 3a KOOPAMHHPAHETO Ha HAIMYHHUTEC HAYYHH
pecypcu, NpPefOoCTaBeHH Ha HEHHO pPasMoJIOKEHHE OT IbpiKaBHTe-
YIIeHKH 3a [eNUTe Ha OIleHKara, KOHTpoia W (apMaKoJIOTHIHATA
OJMTEITHOCT Ha JICKAPCTBCHUTE IPOJIYKTH.

Ynen 56
M1
1.  AreHnusara BKJIIOYBA:

a) Kowmurera mo nexapcTBEHHWTE MPOAYKTH 3a XyMaHHa ymoTpeoa,
KOMTO OTroBapsi 3a HOATOTBSIHETO HAa CTAHOBUILE HAa ATreHLHUATA
110 BCEKH BBIPOC, CBBP3aH C OLIEHKaTa Ha JIEKAPCTBEHMs MPOJIYKT,
IpeTHa3Ha4YeH 32 XyMaHHa yHoTpeda;

6) Komwurera no nexapcTBEHUTE MPOJIYKTH 32 BETEPHHAPHA yNoOTpeoOa,
KOWTO OTroBapsi 3a M3TOTBSHETO Ha CTAHOBHIIC HA ATCHIHATA IO
BCEKH BBIIPOC, CBHP3aH C OLEHKATA HA JICKAPCTBEHHUS MPOIYKT 3a
BeTepUHapHA yroTpeoa;

B) Komurera mo sexapcrBaTta cupar;

r) Komutera no OWIKOBUTE JIEKAPCTBEHU IMPOJIYKTH;
ra) Komuter 3a MojepHU Tepamuu;

o) IlenuaTtpuyHus KOMHTET;
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e) Cekperapuar, oOcuUrypsBall TEXHHYECKa, HayyHa W aJMHHH-
CTpaTHBHA ITOMOIIl 32 KOMHUTETUTE U KOOPJAMHALIUATA MEKAY THAX;

K) VBmbiaHUTENeH QUPEKTOpP, KOMTO M3IIBJIHSABA OTTOBOPHOCTUTE, yCTa-
HOBEHHU B WieH 64;

3) VYmpaBuTeleH CBBET, KOWTO W3MBIHABA OTTOBOPHOCTHTE, YyCTa-
HOBEHH B 4jieHOBE 65, 66 u 67.

2. Bceku or mocouenute B P M2 maparpad 1, Oyxeu a)—ra) <«
KOMHTETH MOKe 1a c(hOpMHpa TMOCTOSHHA ¥ BPEMEHHH PabOTHU TPYTIH.
IIpenBunenure B naparpad 1, OykBu a) U 0) KOMHUTETH MOraT na
copmupar HayIHO-KOHCYNTATHBHH TPYNH BBB BPB3Ka C OIEHKAaTa Ha
KOHKPETHH THIIOBE JIEKAPCTBEHH HPOLYKTH MIM JIEUEHMs, HAa KOUTO
CBOTBETHHUAT KOMHTET MOXKE Ja JeNerupa Hikou (QyHKIMH, CBbp3aHU
C U3rOTBSHETO HA HAy4HUTE CTAaHOBUILA, IOCOYEHU B uineHoBe 5 u 30.

Koraro copmupaT paboTHH B Hay9IHO-KOHCYJITATUBHHU TPYIIH, B IPOIIe-
JQypHUTE CH TIPaBUJIHHIM, TOCOYEHH B wieH 61, maparpad 8, xomu-
TETUTE perjaMeHTupaT peja 3a:

a) Ha3Ha4YaBaHE HA WICHOBE HA BBIIPOCHHUTE PaOOTHH M HAyYHO-KOHCYII-
TaTUBHU TPYMHU B3 OCHOBA HA CIUCBHIUTE HA EKCIEPTUTE, TOCOUYECHH
B wWiIeH 62, maparpad 2, BTOpa aluHes; H

0) KOHCyITHpaHe Ha PabOTHUTE U HAy4HO-KOHCYJITATUBHUTE IPYIIU.

3. B TAcHO cwTpynHMuecTBO ¢ KomuTera 1o JI€KapCTBEHHTE
MPONYKTH 3a XyMaHHa ynoTrpeba m Kowmmurera 1o JeKapcTBEHUTE
MPOIYKTH 32 BETepHHApHA YIoTpeda, HW3MBIHUTEIHHUAT TUPEKTOP
yupeasBa aAMHHUCTPATUBHUTE CTPYKTYPH U MPOLETYPH 38 OCHTYpPSIBAHE
Ha KOHCYJITAlMM 32 TPENNPHUITHITA B CHOTBETCTBHE C WieH 57,
naparpad 1, OykBa H), MO-CICIHAIHO IO OTHOIIEHHE Ha pa3zpabo-
TBaHETO HAa HOBH TEpaIHH.

Bcexn xommter copMupa HOCTOSHHA pabOTHA TPyma C eIUHCTBEHATA
3a7a4a a OKa3Ba HAy4yHO CHICHCTBUE Ha MPEANPUATHATA.

4. KomHTeTBT MO JeKapCTBEHHTE MPOAYKTH 3a XyMaHHa yrmoTpeba u
KomutersT mo nekapcTBEHUTE NPOAYKTH 3a BeTepHHapHa ymnoTpeda
MOTaT, aKko cYeTaT TOBa 3a LeNeChOOpa3Ho, Nla TOTBPCAT ChACHCTBHE
M0 3HAYUMHTE BBIPOCH OT OOIIO HAYYHO U E€THYHO ECTECTBO.

Ynen 57

1.  AreHmusATa TPENOCTaBs HA IbPXKABUTC-WICHKH W HHCTUTYIIMUTE
Ha OOIIHOCTTa BBH3MOXKHO HAH-KaYeCTBEHO HAYYHO ChHJCHCTBHE I10
BCHUYKHM BBIIPOCH, OTHACSIIM CE JIO OLIEHKaTa Ha KayecTBOTO, Oe3Bpe-
HOCTTa M e()UKACHOCTTA Ha JICKAPCTBCHUTE MPOJYKTH 3a XyMaHHa WA
BeTepHHApHA YNoTpeda, B CHOTBETCTBUE C Pas3NopenOuTe OT 3aKOHOJA-
TesicTBOTO Ha OOIIHOCTTa OTHOCHO JICKAPCTBEHUTE MPOJYKTH.

3a Ta3u 1en AreHnusTa, JeMCTBaKM B PAMKHTE HAa CBOUTE KOMHUTETH,
W3ITBJIHSIBA CIEIHUTE 3a/1a4M:

a) KOOpAMHHPAHE HAa HAYYHOTO OLICHSABAHE HA KauecTBOTO, Oe3Bpe-
HOCTTa W e()HKAaCHOCTTAa Ha JIGKApCTBCHUTE HMPOMYKTH OT oOcera Ha
HPOLIEypUTE 3a pa3pelliaBaHe Ha Thprosusra Ha OOLIHOCTTa;

0) mpefocTaBsHE TPU TOMCKBAHE M OIOBECTSIBAHE IMpeJ OOIIecTBe-
HOCTTa Ha JIOKIAIUTe OT OLEHKHTE, O00OOMIeHHsATa HA XapaKTepH-
CTUKHTE Ha NPOAYKTUTE, E€THKETUTE U JIUCTOBKHTE HJIM BIIOKKHTE C
VITBTBAHUS B OIMAKOBKUTE 33 BBIIPOCHHUTE JICKAPCTBCHHU IIPOILYKTH;

B) KOOpJIMHHpAaHE Ha KOHTpOJia, MpH OOWYaiHUTE YCIIOBUS Ha
ynoTrpeba, BBPXY JIEKapCTBEHHTE MPOAYKTH, 32 KOHTO HMa
W3MaJIeHH pa3peleHus] Ha TepuTtopusaTta Ha OOIIHOCTTA, W TaBaHETO
Ha KOHCYJITalluy [0 MEpKUTE, HeOOXOJUMH 3a OCUTI'ypsiBaHE Ha 0e30-
nacHata ¥ e(peKTHBHa ymoTpeda Ha Te3W NMPOAYKTH, MO-CIHELHaTHO
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1)

4pe3 OleHsIBaHe, KOOPAUHUPAHE HA M3MBIHECHUETO Ha 33bJKEHHUSATA
mo QapmakojornyHata OJHMTEIHOCT W KOHTPOJI BBPXY TOBa
W3IBJIHEHNE,

OCHTYpsIBAHE HA Pa3lPOCTPAHCHHETO Ha MH(OpMaImsITa 3a Hebmaro-
NPUSATHUTE PEaKIuu ChpsMo paspernieHute B OOMIHOCTTa JieKap-
CTBGHH TMPOAYKTH C T[OMOINTa Ha 0a3a [aHHH, [0 KOSTO
JbP)KABUTC-WICHKA HMMAT MOCTOSHEH JOCTBI; CIY)XUTCIUTE OT
CHCTEMaTa Ha 3/paBEOIa3BaHETO, THUTYJSIPUTE Ha paspelieHHs 3a
TBProBUs M OOINECTBEHOCTTA pa3lojiaraT C IMOIXOJSIIM HHBA Ha
JOCTBII JI0 Te3W 0a3W JNaHHUW IPU TrapaHTHpaHa 3alluTa Ha JIMYHATa
uHpOpMaLHs;

MOJINTOMaraHe Ha Jbp)KaBHTE-WICHKH C el 0bp30 choOIlaBaHe Ha
uHpopManuaTa 3a (papMakoJOrudyHaTa OJUTEIHOCT HA paboTEeIIUTe
B cepaTa Ha 3IpABEONA3BAHETO;

pa3mpocTpaHeHHe Ha TOAXomasAma HHpopMmaims 3a (HapMakoso-
TUYHATa OJMTENHOCT Cpejl MIMPOKaTa OOIIECTBEHOCT;,

)I() OKa3BaHE€ Ha I/IH(i)OpMaI_[I/IOHHO CBﬂeﬁCTBHG OTHOCHO MaKCHUMaJIHO

3)

=c
~

M)

Q)

JIOMYCTUMHTE CTOMHOCTH HA OCTAaTHYHHUTE KOJIMYECTBA OT BETEPUHAP-
HOMEIUIIMHCKA TPOJYKTH W OWOUUIHH TPOJYKTH, H3IOJ3BAHU B
’KMBOTHOBBJCTBOTO, KOUTO MOTar Ja ObJaT NPHETH Ype3 XpaHu OT
JKUBOTUHCKHA TPOHM3XOA B choTBeTcTBHE ¢ Permament (EO) Ne
470/2009 Ha Eppomeiickus mnapiameHT W Ha CbBera oT 6 Mai
2009 r. oTHOCHO ycTaHOBsBaHE Ha mporeaypu Ha OOIIHOCTTa 3a
OTpesieiisiHe Ha JIOMYyCTHMHUTE CTOMHOCTH HAa OCTATHYHU KOJMYECTBA
0T (papMaKOIOTMYHOAKTUBHH CyOCTAHIIMHM B XPaHUTE OT KUBOTHHCKH
npousxof (1);

OCHUTYpsiBAHE HA HAyYHW KOHCYJTAlMM OTHOCHO TPHJIAraHETO Ha
AQHTHOWOTHI BBPXY JKMBOTHHUTE 3a IPOHM3BOJCTBO HA XpaHU C
OrJIe]] HAa CBSXKAAHETO 0 MHUHMMYM Ha HM3TpaXIaHETo Ha Oaxrte-
pHaliHa PEe3UCTEHTHOCT Ha TepuTopusTa Ha OOIIHOCTTA; IPH HEOOXO0-
JIIMOCT TE3W CBEIICHUS C& aKTYaJIU3Hpar;

KOOpJMHUpAHE Ha MPOBEpKaTa Ha CHOTBETCTBHETO C MPUHIIUIINTE HA
nobpara MpOHU3BOJICTBEHA TPAKTUKA, ToOpara JadopaTopHa MpaKTHKa
MU noOpata KIMHHYHA TpPAKTHKA W TMpOBEpKara 3a CMa3BaHETO Ha
3abJDKEHHATA 10 (hapMaKOJOTHYHATa OJUTEITHOCT;

OCHUT'YpsIBAHE TIPU MOWCKBAaHE HAa HAYYHO-TEXHHYECKO CHJICHCTBHE C
oryiel Ha MOJOOpsiBaHE Ha CHTPYIAHUUECTBOTO MexAay OOMIHOCTTA,
JIbP)KABUTE-WICHKH, MEXKIYHapOJIHHUTE OpraHu3aldd ¢ TPETH
CTPaHU IPH Pa3pelIaBaHETO Ha MPOOJIEMHUTE OT HAyYHO-TEXHHYECKO
€CTECTBO BBB BpPB3Ka C OLEHSIBAHETO HAa JIEKAPCTBEHHUTE IPOIYKTH,
MO-CIIEMAIHO B KOHTEKCTa Ha OOCHXKIAHHATA, OPraHU3UpPAaHH B
paMKUTe Ha MEXIyHapOJHUTE KOH(EPEHIMH MO XapMOHHU3AIUATa;

BOJICHE Ha OTYET OTHOCHO CTATyTa Ha pa3pelieHUsITa 3a ThPrOBHUS C
JICKAPCTBCHH IMIPOAYKTH, IMPEIOCTABEHH B CHOTBETCTBUE C IIPOIC-
nyputre Ha OOGIIHOCTTA;

ch3laBaHe Ha 0a3za JaHHU 3a JICKAPCTBEHUTE IPOAYKTH, 10 KOSATO 1a
UMa JIOCTBIT OOIIECTBEHOCTTa, M OCHTYpsIBAaHE Ha HEHHOTO OCHBpe-
MCHSIBAaHC M YIPABICHHUEC HE3aBUCUMO OT (apMaleBTUYHUTE
JpyKecTBa; 0a3aTa JaHHH TOIIIOMAara THPCEHETO Ha WH(OpMAIus,
KOATO BEYE € paspellcHa 3a BKIIOYBAHE B JIUCTOBKH C YNBTBAHHS
B OMAKOBKHTE; ChIATa BKIFOYBA PA3/IEIl 32 JICKAPCTBEHUTE MPOILYKTH,
pa3spelieHH 3a IpWIaraHe BBPXY Jena; HWHpOpMaImATa, Ipenoc-
TaBsHA Ha OOIECTBEHOCTTa, ce (hopMyJHpa MO TMOAXOJIL U JIECHO
pazbupaeM Ha4WH;

noxnoMarade Ha OOIIHOCTTa W JbP)KAaBUTC-YICHKA BBB BpPB3Ka C
OCHUTYpsIBAHETO Ha MH(OpMAaIMs 3a padoTenure B cheparta Ha 37pa-

OB L 152, 16.6.2009, p. 11.
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BEOIa3BaHETO U INUPOKATa OOIIECTBEHOCT OTHOCHO OLIEHEHHUTE OT
AreHUuATA JIEKapCTBEHU NPOJYKTH;

H) NIPEJOCTaBsiHE Ha KOHCYJITAallMUd Ha IPEIIpHUITUsITa OTHOCHO
pa3IMYHHUTE TECTOBE M HM3IHTBAHHA, HEOOXOMNMH 3a JOKa3BaHE Ha
KauecTBOTO, Oe3BpemHOCTTa ¥ e(HKACHOCTTAa HA JICKapCTBEHHUTE
IIPOJIYKTH;

0) TpOBEpKa 3a CMAa3BaHETO HA YCIOBUSATA, PETTIAMEHTHUPAHH B 3aKOHO-
narenctBoro Ha OOLIHOCTTa OTHOCHO JIEKAPCTBEHUTE MPOAYKTH U
paspelIeHUsITa 32 THProOBHUs B CIIydauTe Ha MapajeliHa JUCTPHOYLHs
Ha JICKapCTBCHH IPOAYKTH, PA3PEIICHH B CHOTBETCTBUE C HACTOSIIHS
periaMeHT;

1) U3rOTBsIHE 1O WckaHe Ha OONmHOCTTa Ha BCSIKAKBH JAPYTH
CTAQHOBHUINA, CBBP3aHH C OICHKATA HA JIEKAPCTBEHHTE IPOLYKTH
WM U3XOJHHUTE MaTEPUAIlM, H3IOJ3BAHH IPH IPOU3BOACTBOTO HA
JIEKapCTBEHUTE TMPOIYKTH;

pP) B KOHTEKCTa Ha OIMa3BaHETO Ha OOIIECTBEHOTO 3JipaBe ChOMpaHEe Ha
nHpOpMaNUs OT HAYYHO €CTECTBO OTHOCHO IATOTEHHUTE AarcHTH,
KOWTO MoOrar fna ObIarT HW3MOJ3BaHM 3a BOJCHE HAa OHOJIOrHYHA
BOWHA, BKIIOYUTEIHO OTHOCHO CBIIECTBYBAaHETO HA BaKCHHH U
JPYTU JICKapCTBEHU TPOAYKTH, Ype3 KOMTO MOraT jJa ce MpenoT-
BpaTAT WM JIEKyBaT IOPAKEHUATA, NPHIMHEHW OT BBIPOCHHUTE
areHTH;

C) KOOpAMHHpAHE Ha KOHTPOJA HA KaueCTBOTO Ha IyCKAHUTE Ha Ia3apa
JICKAPCTBEHU TPOJYKTH Ype3 H3HCKBaHE MPOBSKAAHETO, OT
odunuaniHu 1abopaTopruu 3a KOHTPOJ Ha JIGKAPCTBEHUTE CPENICTBA
Wi 1abopaTopuy, ONpeAeiIeHH OT  JIbpKaBUTE-WICHKH  3a
BBIIPOCHATA 1], HA M3IUTBAHKS 32 MPOBEpKa Ha CHOTBETCTBUETO C
odunpanauTe crienuduKanmy;

T) €KErofHO u3NpallaHe a0 OMPKETHHs OpraH Ha  LislaTa
uH(oOpMaLHs, UMaIla OTHOLIEHHE KbM PE3yITaTUTE OT MPOLEIYpUTE
[0 OILICHKATa,

y) B3eMaHe Ha pEIICHHUs, KAKTO € MOCOYEeHO B wieH 7, maparpad 1 ot
Pernament (EO) Ne 1901/2006 na EBpormeiickusi mapiaMeHT W Ha
CoBera or 12 nexemBpu 2006 T. OTHOCHO JIGKAPCTBEHH MPOIYKTH
3a neguarpuyHa ynorpeda (1).

2. bazata manHm, mpenBuieHa B maparpad 1, Oyksa JI), BKIIOYBA
0000mIIeHusATa Ha XapaKTePUCTUKUTE Ha TPOIYKTHTE, NMpeAHAZHAYCHUTE
32 MAlMEHTUTE WM MOTPEOUTENUTe JIMCTOBKKM C YIBTBAaHUS B
OMAaKOBKUTE W (UrypHUpaliaTa BbpXy eTHKeTuTe HHpopmanus. Paspabo-
TBaHETO Ha 0Oa3ara JaHHM ce W3BBPIIBA HA €Tald, Karo ce JaBa
INPUOPUTET HA JIGKAPCTBEHUTE IPOAYKTH, PA3PELICHH CBITACHO
HACTOSIIIIUSI PETJIAMEHT, W TMPOIYKTHUTe, paspemienn chriaacuo msur 11,
rmaBa 4 ot JlupextuBa 2001/83/EO u cwhoTBeTHO OT JlMpekTHBa
2001/82/EQ. ba3zara naHHU TOJUIC)KHM Ha TMOCIEIBAINO pPa3IIHPSBAHE C
[eNl BKIIOYBAHE HAa BCUYKU IyCHATH Ha I1a3apa Ha TEpUTOpHsTa Ha
OOILIHOCTTA JICKAPCTBEHHU MPOIYKTH.

B cimydyauTe, B KOUTO TOBa € IOAXONAINO, Oa3ara JaHHM BKIIIOYBA W
TpenpaTkd KbM JaHHH OT TPOBEKIAHH KBM TEKYIIUS MOMEHT WIIH
BeUe MPUKIIOYIIN KIMHAYHE HW3IUTBAHUS, ChIbpXKAIIM ce B 0Oasure
JIAHHW 32 CHOTBETHHUTE KIMHWYHU W3IHUTBAHUS, MPEIBHICHU B wieH 11
ot JupextuBa 2001/20/EO. B paMknuTe Ha KOHCYJTAIMH C TbPKABUTE-
unenkn Komucusita myOnmKyBa pbhbKOBOJICTBA OTHOCHO THUIIOBETE JTaHHH,
KOUTO MOUIeKAT HA BKJIIOYBAHE M 32 KOUTO MOXE Ja Obae pa3pelicH
MyOJIMYeH JOCTBIL.

(') OB L 378, 27.12.2006 r., ctp. 1.
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Ynen 58

1. B KOHTEeKCTa Ha CBHTPYAHHYECTBOTO chc CBEeTOBHATa 3IpaBHA
OpraHm3aiys ATreHUusATa MOXKE Ja U3rOTBS HAaydyHH CTaHOBHUINA
OTHOCHO OIICHKaTa Ha HSKOM JIEKapCTBEHH MPOIYKTH 3a XyMaHHA
yrnotpeba, NpefHa3HAYCHH H3KIIOYUTEIHO 3a Ia3apuTe H3BBH TEPH-
topusita Ha OOmHOCTTA. 3a Ta3W 1el J0 ATCHIMSITa Cce T0jaBa
3asBlIiCHHE B CBOTBETCTBHE C pasnopendoute Ha uineH 6. Cruen
KOHCyATauuu cbc CBeTOBHATa 37paBHA opraHuzanus KoMHTETBT 1O
JIeKapCTBEHUTE TPOJYKTH 3a XyMaHHa yroTrpeda MoXe Ja H3TOTBU
HAy4yHO CTAQHOBHILE B CBOTBETCTBUE C wWieHOBE OT 6 10 9. B To3m
ciyuail He ce mpuiarat pasmnopeadute Ha uieH 10.

2. TlocovyeHHAT KOMUTET M3pabOTBa CIICNUATHN MPOLEAYPHH MPaBUIa
3a IpujaraHe Ha wieH 1, KakTo M 3a MpeJoCTaBsSHE Ha Hay4YHH
KOHCYJITalluH.

Ynen 59

1.  ArcHmusra B3eMa MEPKH 3a TapaHTHPaHE HA PAHHO HIACHTH(H-
[paHe Ha TMOTCHIMATHUTE W3TOYHUIIM HAa MPOTHBOPEYHE MEKIY
HCWHHWTE HAy4YHH CTAHOBUIA M CTAaHOBHINATA HA JPYTd OpraHu,
CB3JIaJICHH ChINIACHO TpaBoTo Ha OOIMHOCTTA W HM3IIBIHSBAIIA
moio0Ha (YHKIMS 10 OTHOILICHHE Ha MpOOJEeMHUTE OT OOII MHTEpeC.

2. B ciywaurte, B KOUTO ATCHIMATA HUIACHTH(PHUIMpPA MOTCHIUAIICH
W3TOYHHUK Ha MPOTUBOpPEUME HAa CTAHOBUINATA, TS CE CBBP3BA ChC 3aUH-
TEPECOBAHUSI OPraH C OIJe] Ha OCUI'YPsBAHETO Ha YCJIOBUSA 3a OOMEH Ha
CHOTBETHATa Hay4yHa HMHQOpMaLUs U YCTAHOBSIBAHE Ha BBIIPOCHTE OT
Hay4yHO €CTECTBO, II0 KOMTO MOXK€ Jia HACTBIIM IOTEHIMAJIHO NPOTH-
BOpeEuHe.

3. B ciydaure, B KOUTO € HajHIe (HYHAAMEHTATHO POTHBOPEUHE 110
BBIPOCH OT HAYYHO €CTECTBO M B KAa4eCTBOTO HA 3aMHTEPECOBAH OpraH
ce sABsBA areHUUs WIM HaydyeH KomuTeT Ha OOMHOCTTa, areHnusATa U
CHOTBETHUSIT OpraH padOTAT 3aeHO 3a pa3peliaBaHeTo Ha MPOTHUBO-
peyneTo WM TPEICTaBsHETO Ha CHBMECTEH JOKYMEHT Tpen
Komucusra, wuzscHsBam] Npeau3BUKAIUTEe MPOTHBOpPEYUE BBIPOCH OT
HAy4YHO ecTecTBO. TO3M JIOKyMEHT ce MyOJaMKyBa He3a0aBHO clef
HEroBOTO IpUEMaHE.

4. OceH ako B Hacrosimusi pernameHnt, B JupektuBa 2001/83/EO
nm JJupextuBa 2001/82/EO He e mpeaBUACHO IpPYro, B CIydaWTe, B
KOUTO € Hanuie (yHIaMEHTaIHO IPOTUBOPEUME 110 BBIPOCU OT HAYYHO
€CTECTBO M B KaueCTBOTO HA 3aMHTEPECOBAH OPTaH Ce sBABA OPraH Ha
HSAKOS OT JIbpJKaBUTEC-WIECHKH, areHIMATa M 3aUHTEPECOBAHUSIT
HAI[MOHAJIEH OpraH paboTAT 3aeAHO 3a pa3pelIaBaHeTO Ha IPOTHBO-
peureTo MM I[OATOTBSHETO HA CBbBMECTEH JIOKYMEHT, M3sCHSABAILl
MpeIU3BUKAIUTE NPOTUBOPEUHE BBIPOCH OT HAYyYHO €cTecTBO. To3u
JOKYMEHT ce ITyOnmMKyBa He3a0aBHO Clie[] HErOBOTO IIPHEMaHe.

Ynen 60

ITo wuckane na Komucusata AreHmusTa CchOHMpa IO OTHOIICHHE Ha
paspemieHusi JIeKapCTBeH NPOIYKT IUiaTa HanumyHa WHQopMarus 3a
METO/IUTE, KOWUTO KOMIICTEHTHUTE OpPraHd Ha Jbp’KaBUTE-UWICHKU
mpuiIaraT 3a IeJuTe Ha ONpelelsiHeTo Ha jgo0aBeHara TepareBTHYHA
CTOHHOCT, OCUTYpeHa OT HOBHTE JIEKAPCTBEHH IPOJYKTH.

Ynen 61

1.  Crem KOHCYNTaUH C YNPABUTEITHUS CHBET BCSKA JbpiKaBa-dICHKA
oIpezens 3a CPOK OT TPU TOJAUHH, KOHTO Moxe Ja Oblie MPOABIKEH
JOIBJIHUTENHO, €IWH WIeH U eIWH 3aMecTHHK 3a Komwurera mo nexap-
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CTBEHHTE MPOAYKTH 3a XyMaHHa YroTpeda W eIuH wWieH W eIuH
3aMecTHHK 32 KomwuTeTa 1o JIeKapCTBEHUTE MPOIYKTH 3a BETCPHUHApPHA
yrnotpeoa.

3aMeCTHHUIMTE TPECTABISBAT U TJIaCyBaT OT UMETO Ha UYJICHOBETE MPH
OTCHCTBUE HA IIOCIEIHUTE M MOraT Aa AEWCTBAT KaTo JOKIAI4YUIM B
CBOTBETCTBHE C 4jeH 62.

UneHoBeTe W TEXHHUTE 3aMECTHHLHM c€ HM30MpaT B 3aBHCHMOCT OT
TAXHATa POJIi W ONMMT IPU OLEHSABAHETO HA JIEKAPCTBEHHUTE IPOIYKTH
3a XyMaHHa M BeTepUHApHA ynoTpeOa W MpeacTaBisBaT KOMIIETCHTHUTE
HaI[MOHAJIHK OpTaHHu.

2. Komurerure Morat naa u30HparT HAH-MHOTO IET JOMBJIHUTEIHU
4ieHOBe, M30paHW Ha 0a3aTa Ha TIXHATa KOHKpPETHAa HaydHa KOMITE-
TEHTHOCT. BBIpPOCHUTE UIEHOBE Ce Ha3HayaBaT 3a CPOK OT TpH
TOJIMHU, KOMTO MOXe Ja ObJie MPOJBIKCH, U HE MOrat ja ObJar 3ame-
CTBAHU.

3a nenuTe Ha M300pa Ha MOCOYCHUTE YICHOBE KOMHTETHTE OIPEHCIISAT
crienuuYHaTa JOIMBJIHUTE/IHA Hay9YHA KOMIICTCHIHMS HA MOMBIHUTEI-
HUs/uTe unen/oBe. M30paHuTe WieHOBe ce W30UpaT U3MEKIY
eKCIIePTH, HOMUHHUPAHH OT JABPIKABUTC-YICHKH WM OT ATCHLUSITA.

3. YneHoBeTe HA BCEKM KOMHUTET MOraT jga ObJar IOAIIOMAaraHd OT
CHELUAINCTH, paboTel B KOHKPETHH 00JacTH Ha HayKaTa WId
TeXHUKaTa.

4.  V30bIHUTENHUAT JUPEKTOp Ha AreHIusTa WIA HEroB Ipef-
CTaBUTENl W TIpejacTaBuTeNid Ha KoMucHsTa ca YIBIHOMOIICHH J1a
MPUCHCTBAT HA BCHYKKA CHOpPAHUS HA KOMHTETHUTE, pAOOTHUTE W
HAYYHO-KOHCYJITATUBHUTE TPYNH W BCHYKU JPYTH CHOpaHUs, CBHUKAHU
OT AreHUMATa WM HEWHUTE KOMMTETH.

5. Hapen cwc 3amauarta cum 3a mpemoctaBsiHe Ha OOIMHOCTTa W Ha
JIbP)KaBUTE-YJICHKM Ha OOCKTUBHM HAay4HU CTAHOBHMINA IO MpeJCTa-
BEHUTE Ha TAXHOTO BHUMAHHE BBIIPOCH, YICHOBETE HA BCEKU KOMHUTET
OCUTYpSIBAT YCJIOBHS 3a J00pa KOOPJHMHAIMUS MEKIYy (QYHKIHUTE Ha
AreHuusiTa M JIEHHOCTTa HA KOMIIETCHTHUTE HAI[MOHAIHK OpraHH,
BKJIFOYMTEJIHO KOHCYJTATUBHUTE OpraHW, HMMAaIIMd OTHOIIEHHE KbM
pa3peuieHusTa 3a ThPTrOBHSL.

6. UneHoBere HAa KOMHUTETUTE W EKCHEPTUTE, OTTOBAPAIIN 3a
OIIEHKaTa Ha JICKAPCTBEHUTE MPOJYKTH, IOJI3BAT HAYYHUTE OLEHKH U
pecypcuTe, € KOUTO paslojaraT MpefoCTaBAlINTe paspelleHus 3a
THPrOBUSl HALMOHAIHU OpraHd. Bceku KOMIIETEeHTEH HalMoHaJIeH
OpraH KOHTpPOJIUpAa HAy4YHOTO PAaBHHUIIEC M HE3aBUCHMOCTTa Ha H3BBP-
[OIeHUTE OIEHKH M IOJIIOMara JEHHOCTHTE Ha Ha3HAUCHUTE WICHOBE
Ha KOMHTETH M eKcrlepTute. J[bp)KaBUTE-4IEHKH C€ BB3IbpKaT OT
MIPeIOCTaBsiHE HAa WICHOBETE Ha KOMHTETUTE U EKCIIEPTHTE Ha KaKBHTO
U Ja OWI0 yKa3aHHs, HEChbBMECTUMH C TEXHUTE COOCTBEHU WHIVBH-
IyallHH 3a[a4d WIA CbC 33Ja4uTe M OTTOBOPHOCTUTE Ha ATCHIHATA.

7. Ilpm W3rOTBSHETO HA CTAHOBWINETO BCEKM KOMHUTET IIoJiara
MaKCHMaJHU YCWJIHS 3a MOCTUTaHE Ha EAMHOJYIIHE IO BBIPOCHTE OT
HAay4yHO ecTecTBO. AKO He Moxke Ja ObJe TOCTUIHATO TaKoBa
€IMHOJIYIIINEe, CTAHOBHILETO CE€ ChCTOM OT IO3UIMATA HA MHO3HHCTBO
OT YJICHOBETE W pa3lIuyaBallliTe Cce€ TMO3UIMM W OCHOBaHUSTA, Ha
KOUTO IOYHMBAT CHILIUTE.

8. Bcekn koMHTET U3pabOTBA CBOW IPOLEAYPCH MPABHIHHK.
[To-KOHKPETHO TO3M MPAaBUIHUK PEriIaMeHTHpa:
a) TpOILeypUTe 32 Ha3HAYaBaHE W 3aMsIHA Ha TpelcenaTes;

0) mporenypH, Kacaely pabOTHUTE W HAyIHO-KOHCYJITATUBHUTE TPYIIH;
u

B) Mpomexypa 3a CIEIIHO MPHEMaHe Ha CTAHOBHINA, ITO-CIICIHATIHO II0
OTHOIICHHWE Ha pa3rnopel0dHTe Ha HACTOSLIMSA PErJaMEHT, Kacaellu
Ma3apHOTO HAONIOJICHUE U (PapMaKOIOTUYHATA OJIUTEITHOCT.
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HpaBI/IJ'IHI/IK”bT Bjinda B CHJIa CJI€ IIO0JydaBaH€ Ha IIOJIOKUTCIHO
cranoBuiie ot Komucusra u YIIPpaBUTCIIHUA CHBCT.

Ynen 62

1. B cmywyaure, B KOUTO B CBOTBETCTBHE C paslopendoure Ha
HacTOsIM pernamMeHT oT KomuTera 1o JieKapCTBEHUTE MPOAYKTH 3a
xyMaHHa ynotpeba, Kommurera 1o pacTHTENHHTE JIEKApCTBEHU
npoaykTi uiar KoMuTera mo JeKapcTBEHUTE MPOIYKTH 32 BETEPHHApHA
yrmorpeba ObJe IOWCKAaHO W3BBPIIBAHETO HA OIEHKAa Ha JaJieH
JICKapCTBEH MPOJYKT, CbOTBETHUAT KOMUTET OMPEICIs €AUH OT CBOUTE
YJIEHOBE B Ka4€CTBOTO MYy Ha JIOKJIQJUMK 32 LIEJIUTE HAa KOOPIUHUPAHETO
Ha BBIpOCHAaTa oOueHKa. ChOTBETHHAT KOMHTET MOXKE Ja OIpeneNu
BTOPH CBOW WIEH 3a ChAOKIAIUUK.

[Ipn mpoBexiaHe Ha KOHCYNTAIlMH ¢ HAYYHO-KOHCYJITATUBHHUTE TPYIIH,
Tpe/IBUJICHN B WieH 56, maparpad 2, KOMUTETHT MPEAOCTaBs Ha CHIIUTE
MIPOCKTONOKIAA/UTE 3a OLCHKATA, HM3TOTBEH/H OT MOKIAIYMKA WITH
chaoknaauuka. CTaHOBHUINETO, TPHETO OT HaydHO-ChBEIIATENHATA
rpyma, ce MpexoCTaBs Ha Mpecenarelss Ha ChOTBETHHS KOMHTET II0
HAYUH, KOUTO rapaHTHpa CIIa3BaHETO Ha CPOKOBETE, MMOCOYCHU B WICH
6, maparpad 3 u unen 31, maparpad 3.

CohllecTBeHaTa YacT Ha CTAaHOBHIIETO CE BKIIOYBA B TEKCTA HA JOKJIA/a
3a OIlCHKara, ITyOJMKYBaH B CHOTBETCTBHE ¢ wWieH 13, maparpad 3 u
uieH 38, maparpad 3.

[Ipn Hanuyme Ha OTHPAaBEHO MCKaHE 3a MpepasriiekIaHe Ha HAKOE OT
HETOBUTE CTAHOBHIIA, CHOTBETHHUIT KOMHUTET OIpPEACs APYT JTOKIaTUUK
U aKko € HeoOXOIUMO, JIPYr CHIOKIATUHK H3MEXKIY ONpelelieHUTE 3a
MBPBOHAYAIHOTO CTaHOBHUINE. [Iporeaypara 3a mpepasriekIaHe MOXKe
Ja ce OTHAcsl EOUHCTBEHO A0 ITbPBOHAYAIHO WACHTU(GHIUPAHUTE OT
3asBUTENSI BBIIPOCH OT CTAHOBHIIETO W C€ OCHOBaBa H3KIFOUUTEIHO
Ha Hay4HHUTE JAHHU, CHUIECTBYBaJM KbM MOMEHTA Ha NPHEMAHETO Ha
II'PBOHAYAITHOTO CTAHOBHIIIE HA KOMHUTETA. 3asBUTEIST MOXKE J1a TIOMCKa
OT KOMHTETa Jia MPOBEe KOHCYJTAIMU C HAyYHO-ChBEIATEIHATA TPyTa
BBB BPB3Ka C BBIIPOCHOTO IMPEPA3IIeIKIAHE.

2. JIppxaBuUTe-wIEHKH MpPEJIOCTaBAT Ha ATeHIUATa HWMEHaTa Ha
HAI[OHAJIHUTE EKCIICPTU C JIOKa3aH OIHT IIPU OLICHSBAHETO HA JIEKap-
CTBCHUTE MPOAYKTH, KOMTO Ouxa OWJIM Ha Pa3MoJIoKeHHE 3a paboTa B
CbCTaBa Ha pPAaO0OTHUTE WIM HAYYHO-KOHCYJITATUBHUTE TPYNU KbM
Komurera mo JekapcTBeHHTe TMPOAYKTH 3a XyMaHHa ymorpeoa,
KomuTera 1o pacTHTEIHUTE JEKapCTBEHU NpoAykTH win Komwurera mo
JIGKapCTBEHHUTE MPOJIYKTH 32 BETCPUHAPHA yIoTpeda, 3aeHO C JaHHH 3a
TSIXHATa KBAJIM(HUKAIMS W KOHKPETHHTE OOJACTH, B KOUTO CBHIIHUTE Ca
TPUJIOOHIN CBOSI OIHT.

AreHuusATa MOJABPKA TEKYILO AKTyaJU3HpaH CIUCHK HA aKpeIuTH-
panute excriepTd. CHUCHKBT BKIIFOYBA EKCIIEPTUTE, TIOCOYEHU B IIbpBa
INHEs, U APYTU MPSKO Ha3HAUCHU OT AreHIusATa ekcrepTd. CIUCBKBT
TIOJUIEXKH Ha aKTyaJU3UpaHe.

3. TIlpemocTaBsiHETO Ha YCIyrH OT CTpaHa Ha IOKIATUHIUTE VI
SKCIICPTUTE CE OCBHIICCTBSIBA IO CHJATa Ha MHUCMEH JOTOBOP, CKIFOYCH
MEXITy ATEHIMATA U 3aHHTEPECOBAHOTO JIMIIE MJIM KOTaTo TOBa € Ielie-
CchOOpa3HO, MEXKIY ATCHIUSATA M HETOBHs pabOTOAATEl.

3anHTEPECOBAHOTO JIMIIE WM HETOBHAT paboToJaTelN IMoyydaBaT Bb3Ha-
rpaxJeHue B CHOTBETCTBHE C Tapuda Ha TakcuUTe, BKJIIOUEHA B
MpUETUTE OT YNPABUTEIHHS CHBET MpaBwia 3a (UHAHCOBAaTa JCHHOCT.

4.  Peanu3upaHero Ha YCIyrH OT Hay4yHO €CTECTBO, 3a YHETO
M3ITBIHEHNE CBIIECTBYBAT HSKOJIKO IMOTEHIMAIHHU JOCTaBUMIIM, MOXKE
ma ObIe CBBP3aHO C OTIpaBsSHE Ha TIOKaHA 3a JIEKJIapupaHe Ha
MHTEPEC, aKO HAYYHO-TEXHUYECKUTE OOCTOSITEICTBA JOMYCKAT IMOJI00HO
JICHCTBUE W aKO IMOCIEIHOTO OOCIYXKBa 3aJaudTe Ha ATEHIMATA U TI0-
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CIEIHATHO — MOTPEOHOCTTa OT OCUTYPsIBaHE Ha BUCOKO HMBO Ha 3alllUTa
Ha OOIIECTBCHOTO 3J[paBe.

VYOpaBUTETHUAT CBBET MpHEMa NOAXOMAIIM MPOLELYpU IO Mpel-
JIOXKEHNE Ha W3IBJIHUTEIHUS JUPEKTOP.

5. AreHmusTa WA KOWTO M 1a OWIO OT KOMHTETHTE, [TOCOYCHH B
wieH 56, nmaparpad 1, morar ja npuOArHarT J0 yCIyrure Ha eKCHepTH
BBB BPB3Ka C M3IBIHCHHETO HA APYrH CICHU(DUYHM 3a7add, 32 KOUTO
CBIIUTE OTTOBAPSIT.

Ynen 63

1. CbcraBbT Ha KOMHTETHTE, MOCOYCHHM B wWieH 56, maparpad 1, e
nyOonuyHo nocrosHue. [Ipu myOnmKyBaHETO Ha BCSKO Ha3HAUCHHE ce
YTOUHsIBA MPOQeCHOHATHATa KBATH(HUKALMS Ha BCEKH OT WICHOBETE.

2.  UneHoBeTe Ha YNpPaBHUTETHHUS CHBET, WICHOBETE HAa KOMHUTETHUTE,
JOKJIQUUIUTe M eKCIEepPTUTe HAMAT (PUHAHCOBH WM APYTH HHTEPECH
BbB (hapMalleBTUYHATa HWHIYCTpHsA, KOETo OM 3acerHano TAXHATa
6esnpuctpacTHOCT. ChINUTE Ce aHTaXHUpPAT Ja F3IBIHABAT 3aJadnTe
cH OOEKTUBHO U B IOJI3a HA OOIIECTBEHMS] MHTEPEC U Jla MPEeLOCTaBAT
TOAWINHA JEKJapals 3a CBOMTe (DMHAHCOBH WHTEpecH. Bceuuku
HENpPEeKU UHTEpEeCH, KOUTO MOoraT Ja UMaT [OTEHLUAIHO OTHOLIEHHE
KBM BBIPOCHATAa MHAYCTPHA, C€ BIMCBAT B PETUCTBP, ChXPaHSIBaH OT
ATeHIATA, IO KOHTO MU MTOUCKBAHE MOXKE Ja OBJe OCHIYPEH HOCTBII
Ha OOLIECTBEHOCTTa B O(UCHUTE HA ATEHLUATA.

KonekchT 3a moBejieHUe Ha AFGHHI/IHTa periiaMeHTHpa NpuiIaraHeTo Ha
HACTOAIIMWA YJICH IIPU IMOAXOOANIO aKICHTHUPAHC Ha BBIPOCA 3a IPHEC-
MaHCETO Ha MoJaapbIu.

UneHoBeTe Ha YIIpaBUTCIIHUA CHBET, YWICHOBCTC HA KOMUTCTHUTEC, JOKIIA/I-
YUIUTE U CKCIEPTUTE, ydaCTBaIllM B 3aCCIaHUATa Ha pa6OTHI/IT€ rpynu
Ha AI‘eHI.[I/IHTa, JACKIIapyupar Ha BCAKO 3aCCJaHHUC CBOUTC KOHKPCTHHU
HUHTEpECHU, KOUTO MOorat na 6T))IaT BB3IPUCTH KaTO HapyllaBallnu
TAXHATa HE3aBUCUMOCT B KOHTCKCTAa Ha O6C'b)KI[aHI/ITe BBITPOCH. Te3n
JACKJIapanyu ca Hy6III/I‘-IHO JOCTOSIHUC.

Ynen 64

1.  V3UBJIHUTETHHAT TUPEKTOP ce Ha3Ha4yaBa OT YIPABUTEITHHUS CHBET
o mpeuiokeHne Ha Komucusta 3a Cpok OT MeT TOAWHU Bb3 OCHOBA Ha
CIIHCHK OT 3asBUTENH, MpeanokeH or Komucusra, ciex oTHpaBsiHE HA
TIOKaHA 3a 3asBsABaHE Ha WHTEpec, MyOimkyBaHa B Oduyuanen 8ecmHux
Ha Eeponetickus cvio3 1 1pyru u3touHun. [lpeau camoro Ha3HauaBaHe
OTpeNeNIeHUAT OT YNpPaBUTEIHHUS CHBET KaHJIUAAT ce IpHKaHBa Ja
HarpaBy U3JI0KEHHE Tpeja EBporeiickus mapiaMeHT U Jla OTTOBOPH Ha
BCHYKH BBIIPOCH, IOCTABEHH OT WICHOBETe Ha mocieqHus. HeroBusr
MaHJIaT MOXe Jia ObJie TMOJHOBSBaH eIHOKpaTHO. [lo mpeanokeHne Ha
Komucusra ynpaBUTETHUSAT CHbBET MOXKE Jla OTCTPAaHU H3MBJIHUTETHUS
JUPEKTOP OT 3a€MaHMs OT HEro MocCT.

2. V30bIHUTENHUAT AMPEKTOp € 3aKOHEH IpeJCTaBUTeNl Ha
Arennusita. Toli oTroBaps 3a:

a) CIKECAHCBHOTO aAMUHUCTPATUBHO YIIPABJICHHUC Ha AFCHHI/IS{Ta;

0) ympaBIeHHETO Ha pecypcuTe Ha ATEHIHUATa, HEOOXOIWMH 32
[IPOBEXIAHETO Ha JIeHHOCTTa HAa KOMHUTETUTE, IIOCOYEHH B WieH 50,
maparpad 1, BKIIOYHTETHO OCHTYPSBAHETO HA MOAXOJAIIO HAyYHO-
TEXHUYECKO ChbAEICTBHE;

B) OCHTYpSIBaHE CIIa3BAaHETO Ha OINPECNICHUTE B 3aKOHOJATEICTBOTO Ha
OOIIHOCTTAa CPOKOBE 32 NMPUEMaHEe Ha CTAaHOBMIIATA OT ATCHIIUSATA;

I') OCHTYPSBaHETO Ha HAJIOKHA KOOPAUHAIMS MEXIy KOMHUTETHUTE,
MocoueHu B wieH 56, maparpad 1;
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J1) U3TOTBSIHETO HA MPOEKTUTE HA OTYETUTE 3a MPHUXOJIUTE U Pa3XOJUTE
Ha ATeHIMsATa ¥ M3IBJIHEHUETO HAa HEWHHS OFOIDKET;

€) BBIIPOCHUTE, Kacaelld MepCcoHaa;
K) TIPEIOCTAaBSHETO HA CEKpeTaphaTr Ha YIPaBHTEIHUS CHBET.

3. Bceska TOAMHA  M3MBJIHUTEIHUAT JUPEKTOp  MPEACTaBs  3a
000peHne OT YNMPaBUTENHHS CHBET MPOEKTOIOKIAA 3a AEHHOCTTa Ha
AreHnusTa Tpe3 MpeaxoaHaTa TOJMHA M MPOEKT 3a paboTHa mporpama
3a cieBalara rojiHa, KaTto MpaByu pa3srpaHUuYeHUe MEXIy JIEHHOCTUTE
Ha ATEHIUATA, CBBbP3aHM C JIEKAPCTBEHHUTE MPOAYKTH 3a XyMaHHa
ymorpeba, MAEHHOCTHTE, CBBP3aHW C PACTUTENHHUTE JICKAPCTBEHU
MPOAYKTH W JIEHHOCTHTE, CBBpP3aHM C BETEPUHAPHUTE JIEKAPCTBEHU
MPOAYKTH.

IIpoexTomokmagbT 3a AeHHOCTTa Ha ATEHIWATa Tpe3 MpPeaxoaHaTa
roJiHa BKJIIOYBA WMHQOpMALUs 32 Opos Ha OLCHEHUTE OT ATCHIUSITA
3asBJICHHSI, BPEMETO 33 W3BBPIIBAHE HA BHIPOCHHUTE OIEHKH U JIeKap-
CTBEHHTE TPOAYKTH C U3IAJCHH, OTKA3aHW WJIM OTHETH pPa3pelleHusI.

Ynen 65

1. VOpaBUTeNHUAT CBHBET C€ CHCTOM OT IO €JHH IPEICTaBUTEN OT
BCSIKA JIbpyKaBa-uiIeHKa, JBaMa rpenacraButen Ha Komwucusara u nBama
Mpe/IcTaBUTeNN Ha EBpomeiickus mapiaMeHT.

OcBeH TOBa JBaMa TPEJICTABUTENIM HA OpPraHU3AIMUTE Ha IAlUCHTUTE,
€/IMH MPEACTaBUTEN Ha JIEKAPCKUTE OPTAaHM3AIMU M €MH TPeICTaBHTEIN
Ha OpraHU3allMiTe Ha BETEPUHAPHHUTE CIELUAIUCTU CE Ha3HA4YaBaT OT
CsBeta crnep KOHCynrauuu ¢ EBpomeiickus mapiaMeHT Bb3 OCHOBa Ha
n3rotBeH oT KoMucHATa CHHCHK, BKIIOYBAIl 3HAYUTEITHO ITOBEYE
KaHAWJATH OT MPEIABHICHUTE JUIbKHOCTH. M3rotBenusT or Komucusra
CIIUCHK Cce wm3mpama 10 EBpomeiickusi mapiaaMeHT 3aeAHO ChC
CHOTBETHUTE HOKYMEHTH. [10 BB3MOXKHO Hai-Obp3usi HAYMH U HE IO-
KbCHO OT TpH Mecela clieJ HOTUHUIMpaHeTo, EBpomeiickusr
rapjaMeHT MOXKeE Jla HPEeACTaBH CBOETO MHEHHME 3a pasrjiekaaHe oOT
CsbBera, ciel KOETO IOCIeIHUAT Ha3HayaBa YIPABUTEIHUS CHBET.

UneHoBeTe Ha YIPABUTEIHHUS CHBET CE€ ONPEAENAT MO HA4YMH, KOWTO
rapaHTupa Bb3MOXKHO Hai-BUCOKO HHMBO Ha EKCIEPTHA KBaIU(UKAIHS,
OIMPOK CIEKThp Ha HATPyNaHWs B CHOTBETHATa OOJACT ONHUT H
BBH3MOXKHO Hal-IIMPOKO reorpa)cko MpencTaBUTeNcTBO B EBpomeiickus
ChIO3.

2. UneHoBeTe Ha yNpaBUTEJIHUS ChBET CE Ha3HAuaBaT Bb3 OCHOBA Ha
TEeXHHs KOHKPETEH ONHT B yNpaBieHCKaTa cdepa U ako € MPUIIOKHMO,
BB3 OCHOBa Ha ONHTa MM B 00JacTTa Ha JIGKAPCTBEHHUTE NPOJIYKTH 3a
XyMaHHa WM BeTepHHapHa ynoTpeoda.

3. Besika AbpiKaBa-4JICHKA U Komucusra OIIpeaedaT CBOUTE NpeACTa-
BUTCIIM B YTIPABUTCIIHUA CBBET, KAKTO W TEXHHUTC 3aMECTHUIIM, KOHUTO
€ 3aMCCTBAT OTCHCTBAIATE YWICHOBC M IIC IJIaCyBaT OT TAXHO HME.

4. MaHaarbT Ha NPEJCTABUTEINTE € TPU roJuHU. Toi Moxe na Oble
[IPO/IBIDKABAH.

5. VhopaBuTenHUAT CbBET H30Mpa IpeiceaaTe]l H3MEKAy CBOHTE
YJICHOBE.

MannaTeT Ha npencenarens € TPH TOJUHM M HM3THYA, KOTaTO CHIIHST
npectaHe Aa Oblie WIEeH Ha yNpaBUTEIHUsS ChBEeT. MaHAaThT MOXeE 1a
ObJie TIPOIbIDKAaBaH €AHOKPATHO.

6.  PemeHusiTa Ha ynpaBUTEIHHs CHhBET C€ MPHUEMAT C MHO3MHCTBO OT
JIBE TPETH OT HErOBHUTE YJICHOBE.

7.  YupaBUTENHHST CHhBET IpHUeMa CBOW MPOIETypeH MPaBUITHHK.
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8. praBI/ITeJ'IHI/IﬂT CbBCT MOXKC Ja KaHU TMpeACCAaTCIMTC Ha
HAQYYHUTEC KOMHUTCTH Ja MIPUCHBCTBAT HA HETOBUTE 3accIaHusd, 0e3
CbIIUTE da MMaT MIpaBO Ha Trjac.

9.  VYhpaBUTeNHUSIT ChBET 0700psBa roJMIIHATA pabOTHA TporpaMa
Ha AreHuusiTa W s u3npam@a Ha EBporelickust napiameHT, CbBera,
Komucusita v qbpKaBHTE-UICHKH.

10.  YnpaBuTenHUAT ChBET IpHUeMa T'OAMIIHMS JOKIAM 3a AeHHOCTTa
Ha AreHuusTa M ro u3mpama Hail-kbCHO 10 15 roHm Ha EBpomneiickus
mapmameHT, CoBera, Komucusta, EBpomeiickusi HKOHOMHUYECKH U
counasied komurer, CMeTHaTa MajaTa ¥ JAbpXKaBUTE-YJICHKH.

Ynen 66

pr ABUTCIIHUAT CBBCT:

a) IpueMa CTaHOBMIIE OTHOCHO IpOLeNypHUs IpaBUIHUK Ha Komurera
[0 JIEKapCTBEHUTE MPOIYKTH 3a XyMaHHa yrorpeda u Komurera o
JIeKapCTBEHHUTE NPOIYKTH 32 BeTepHHApHa ymoTpeda (wieH 61);

0) mpuema TpoLEAYpU 3a TPEAOCTaBIHE HA HAYYHH YCIyrd (dieH 62);
B) Ha3HAayaBa W3IBIHUTEIHHS JAUPEKTOp (WieH 64);

r) mpuema TrojuinHaTa paboTHa TporpaMa W s u3mpaimia Ha EBpo-
nevickust  mapnaMent, CbBeta, KoMucwsaTa W JIbpiKaBHUTE-WICHKH
(arnen 65);

1) 0700psiBa TOMUIIHUS JOKIa[g 3a JCHHOCTTa Ha ATEHIHUSATa W IO
m3mpama Hai-kbcHO A0 15 tonm nHa EBpomeiickusi mapmaMenr,
CoBera, Kowmucusra, EBpoIeiickusi WKOHOMHYECKH M COIMAJICH
komuteT, CMeTHaTa manara U Jbp:KaBUTE-WICHKU (WieH 65);

e) npuema OrojpkeTa Ha AreHuusiTa (4ieH 67);
K) IpUeMa BBTPEIIHUTE MpaBuia 3a (UHAHCOBaTa JeHHOCT (4ieH 67);

3) mpuema pasnopeadu 3a mpuiarane Ha [IpaBUITHHKA 33 CITy)KUTEIIHTE
(anen 75);

1) pa3sBHBa KOHTAKTH CbC 3aHHTEPECOBAHHUTE CPeIM M YCTAHOBSIBA
IPUWIOKUMUTE yclIoBUs (4iaeH 78);

i) mpriemMa pasmopendu 3a OKa3BaHe Ha ChICHCTBHE Ha (hapMareB-
THyHUTE GupMu (wieH 79);

K) MpHeMa MpaBuia 32 OCHTYpsBaHe Ha MyOJHYeH JOCTBI JO HHPOP-
MaIHsATa 32 Pa3peliaBaHe MM KOHTPOJI Ha JICKAPCTBEHUTE MPOILYKTH
(anen 80).

I'masa 2

@uHAHCOBH pa3nopeadu

Ynen 67

1. 3a Bcska (l)I/IHaHCOBa roavHa, CbOTBETCTBAIllla Ha KaJICHAapHaTa
roavHa, B 6}0;[)1<eTa Ha AI“GHL{I/IS[Ta CC M3TOTBAT W OTpa3saBaT Pa3vCTH
3a MPpUXOAUTEC U PA3XOAUTE Ha AFGHHI/IHTa.

2. Ortpazenure B OO/pKETa NMPUXOAM M Pa3XOIH cieisa ga ObaaTr B
OaaHc.

3.  Tlpuxomute Ha AreHumsTa C€ ChbCTOAT OT BHOCKK OT OOILIHOCTTA 1
3aIUTalllaH|uTe OT MPEANPUATHATA TAKCH 33 TPUIOOMBAHE M MOIbPIKAHE
Ha paspelieHusTa 3a Thpropus Ha OOIIHOCTTa U JPYTH YCIYTH, OCHUTY-
psIBaHU OT ATEHIHSITA.
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EBponeiickusar napaamenT 1 CbBeThT (HapUUaHM MO-I0JTY ,,0l0KETHU
OpraHu’) mpepasriaexaaT, KOraTo TOBa € HEOOXOIMMO, pa3Mepa Ha
¢rHAHCOBOTO ydyacTHe Ha OOIIHOCTTA MOCPEICTBOM OIEHKA Ha MOTpeO-
HOCTHTE U KaTO B3eMaT I0Jl BHUMaHHE pa3Mepa Ha ChOTBETHHTE TAKCH.

4.  JlefiHoCTHTE, CBBP3aHU C (papMaKoJIOTHYHaTa OAMTENHOCT, (PyHK-
[UOHUPAHETO HA KOMYHHMKAI[MOHHUTE MPEXH U Ma3apHUTE HAOIIOICHHUS
ca 00CKT Ha MOJXOJIIO JAbPKABHO (PMHAHCHUpPAHE, CHOTBETCTBAILO HA
BB3IIOKCHUTE 3aa4H.

5. Pasxomure Ha AreHUUSATa BKIIOYBAT BB3HAIPAKICHUS 34
HepcoHana, AAMHHUCTPATUBHHM U MHQPACTPYKTypHH pasXxogu U
pa3xoau 3a AEHHOCTTA, KAaKTO U Pa3XoH, IPOU3TUYAILY OT CKIIOUCHUTE
C TPETU CTPAHU JIOTOBOPH.

6. Bb3 ocHOBa Ha pa3pabOTeH OT M3MBJIHUTEIHUS JAUPEKTOP TMPOEKT
YIPAaBUTEIHUAT CHBET H3TOTBS €KEroJIeH pa3dyeT Ha MPUXOAUTE H
pasxomure Ha AreHuusTa 3a cieipamata ¢HHAHCOBAa roguHa. Tosu
paszder, KOWTO CHABPXKA MPOEKT 3a MIATHUTE CIYKUTEIH, Ce HM3IMpamia
Hai-kbCHO 710 31 MapT OT ympaBuUTenHUs chbBeT Ha Komucwusra.

7. Pasuerst ce m3npama ot KomucusaTa Ha OIOJDKETHHS OpraH 3aeIHO
C TIpeJIBApUTEIHUS MPOEKT 3a 00my OrokeT Ha EBponeiickus chros.

8. Bw®3 ocHoBa Ha pazuera Komucusra BKIIOUBa B MpeABAPUTEITHUS
TPOEKT 3a 00mr OrokeT Ha EBpomeiickus cblo3 pasdeTHrte, KOUTO
ChblaTa CYMTA, Y€ Ca HEOOXOAMMH 3a UIATHOTO pas3luCaHue, |
pa3Mepa Ha cyOcuamuTe, KOWUTO TpsiOBa Jpa OBIAT OTYHCICHH OT
o0mmst Oro/KET, KOMTO ChIaTa MPEACTaBsi Mpel O/KETHUS OpraH B
cpOTBETCTBUE ¢ wieH 272 ot JloroBopa.

9.  BIOmKETHUAT OpraH pasperiaBa OTITYCKAHETO Ha CyMHTE 1O Hpe-
Ha3HAYCHHUTE 32 ATCHIUATA CYOCHIMU.

BI-OI[)KeTHI/ISIT OopraH mnpuemMa MaTHOTO pasruCaHHuC Ha AFCHLII/IﬂTa.

10.  YnpaBuTenHHAT ChBET npueMa OroJpkeTa. BIoKeThT mpuaoOuBa
OKOHUATEJICH XapaKTep CJieJ] OKOHYATEeJIHOTO IIpHeMaHe Ha oOmmus
oromxer Ha EBponeiickus cpro3. [lo menechoOpazHOCT TOM Moke jaa
ObJIc ChOTBETHO KOPHTHPAH.

11. Bceska mpoMsiHa B IIATHOTO paslUCaHue W B OOKeTa ce
U3BBPIIBA Bb3 OCHOBA Ha OOJUKET 3a M3MEHEHHE, KOWTO ce M3Ipalua
¢ nHpOpMaTUBHA 1IeN 70 OFOJKETHUS OpraH.

12. BbBB BB3MOXKHO Hal-KpaThbK CPOK YMPABUTEIHUST CHBET HOTH-
¢unupa OIO/DKETHUSI OpraH 3a €BEHTYaJIHOTO CH HaMepeHue Ja
peanu3upa MPOEKTH, KOWUTO OHMXa MMM 3HAYUTENHH MOCIESIUIN 3a
(UHAHCHpAaHETO Ha HETOBHS OIO/DKET, IIO-CIICIMAHO IPOCKTH,
CBBP3aHH CbC COOCTBEHOCTTa, HAmpuUMep TaKHuBa, MPEIBIDKAAIIN
HaeMaHe WM 3aKyllyBaHe Ha Crpaid. YIPaBUTCIHUAT CBbBET
undopmupa Komucusra 3a ToBa.

B ciyuaurte, B KOMTO KJIOH Ha OFOJDKETHHS OpraH € HOTH(UIMpan HaMe-
PEHHETO CH [1a TPEA0CTABU CTAHOBUIIE, CHIIMST M3IPAIa CTAHOBHIIETO
CH JIO YIpPaBUTENHHS ChBET B CPOK JIO IIECT CEJAMHIM OT Jarara Ha
HOTU(DUIMPAHE HA TPOCKTA.
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Ynen 68

1. W3nbIHUTETHUAT JUPCKTOP H3I'BbJIHABA 6IOZ[)KCT3 Ha AFCHLII/I?{T&.

2. Haii-xbcHO 10 1 MapT cle NMPUKIIOYBAHETO HA BCSKa (PHMHAHCOBA
TOAMHA IMIABHUST CUYETOBOAUTET Ha ATEHIMATA IIPEAOCTaBsl Ha TJIABHUS
cueroBoanTeN Ha KomucusTa mpeaBapuTeIHN pa3deTH U OTYET 32 yIpa-
BJIEHMETO Ha Oro[pkeTa M (UHAHCHTE 3a TeKyllaTa (UHAHCOBA IOAUHA.
I'naBHUsAT cueroBomuren Ha Kommcusita oOenuHsBa MpeaBapUTEITHUTE
pa3dyeTH Ha WHCTUTYLMUTE W JCLEHTPAIU3UPAHUTE OpPraHh B CHOT-
BEeTCTBUE C 4ieH 128 oT (UHAHCOBHS PErjaMEeHT, MPHIOKHM KbM
obmms Grompker Ha EBpomeiickute obmHOCTH (1) (Hapu4aH MO-H0ITy
,,OOIl (PMHAHCOB PEriIaMeHt ).

3. Haii-xbcHO 10 31 MapT ciies IPUKIIOYBAHETO HA BCsIKa (PUHAHCOBA
TOAMHA TJIABHMAT cyeroBomuTen Ha KomucusaTa mpemocTaBs Ha
CMmeTHaTa majata TPEIBAPUTEIHMS CUYETOBOJCH OTYET HAa ATCHIIHATA
W OTYET 3a yNpaBJICHHETO Ha OrjpKeTa W (DMHAHCUTE Npe3 U3TeKaTa
¢mHancoBa rToxmHa. OTYETBT 3a YOPABICHMETO HA OlOmKeTa H
(¢uHaHCHTE 3a CHOTBETHaTa (MHAHCOBA TOJAMHA CE H3Ipalla ChIIo
Taka u 10 EBpomneiickus mapmameHnT u CbBera.

4.  Ilpm momydaBane Ha craHoBHIIEeTO Ha CMETHATa Majara 1o IMpej-
BapUTEJHUSI CYETOBOJICH OTYET Ha ATCHIMATA B CHOTBETCTBHE C WICH
129 or OOwmwms (UHAHCOB PETVIAMEHT, HW3IMBIHUTEIHUAT JIUPEKTOP
M3rOTBS HAa CBOS OTTOBOPHOCT OKOHYATEIHUSI TOJHIIEH CYETOBOJCH
OT4eT Ha ATEHIMATA W TO H3Mpama 10 YIOPaBUTEIHHUS ChBET 3a
M3TOTBSIHE HA CTaHOBHIIIE.

5. VYmpaBUTENHHST ChBET Ha ATEHIMATA NPECTaBs] CTAHOBUINE IIO
OKOHYATEJIHUS TOAWIICH CYETOBOJAEH OTYET HAa ATEHIHUSATA.

6.  Haii-kbcHO 0 1 10JM Ciiel MPUKITIOYBAHETO HA BCsIKA (PUMHAHCOBA
TOJIMHA W3MBJIHUTEIHUIT AUPEKTOP HM3Mpalla OKOHYATEIHHS TOJHUIICH
cueToBojieH oTyeT Ha EBpormeiickus napnament, CeBeta, Komucusara n
CMeTHaTta najara 3aeJHO ChC CTAaHOBHUIIECTO HA YIPABUTEIHHS CHBET.

7. OKOHYATETHHUAT TOJUIICH CYECTOBOACH OTYET CE HY6J'II/IKyBa.

8.  MBmbiHutenHusAT aupekrop Ha AreHuusTta wsnpama Ha CMmeTHara
rajgara OTrOBOp MO HEHHOTO CTaHOBHIE Hal-kbcHO 10 30 cemTeMBpH.
MBObIHUTENHUAT TUPEKTOP M3Mpalia TO3M OTIOBOpP ChUIO Taka M Ha
YIPaBUTEIHUS CHBET.

9.  VI3UbJHUTENHHAT JUPEKTOp TpeaocTtaBs Ha  EBponeiickus
MapjaMeHT [0 HEroBO HCKaHe BCska WH(OpMaIMs, HeoOXoauma 3a
[JIAJIKOTO IpUIaraHe Ha IIpoledypara 3a OCBOOOXKJaBaHE OT OTIO-
BOPHOCT 3a BBIIpOCHAaTa (PMHAHCOBA TOJMHA, NMPEIBUJCHA B uieH 146,
naparpad 3 ot OOmus NpaBmWIHUK 3a (PUHAHCOBATA JCHHOCT.

10. Ilo mpemopbka Ha CBBeTa M BB3 OCHOBA Ha KBaTH(HUIMPAHO
MHO3MHCTBO, 10 30 ampun Ha roguHa N + 2 EBpomneiickusr
MapIaMeHT OCBOOOXIaBa OT OTIOBOPHOCT H3MBJIHUTCIHHUS AUPEKTOP
10 OTHOIICHHE HA W3IIBJIHCHUETO Ha Oro/pKeTa 3a roawHa N.

11. TlpujokumuTe TO OTHOIICHHE HAa ATreHIHATa (UHAHCOBU
NpaBWjia Cce MpHUEMaT OT YNPABUTEIHHUS CHBET Clie]] KOHCYJITaluu C
Komucusra. CpInuTe HEe MOTaT Ja ce OTKIOHSBAT OT pasnopeadouTe Ha
Pernament (EO, EBparom) Ne 2343/2002 na Komucusita ot 19 HoemBpu
2002 r. oTHOCHO PaMKOBHS (PMHAHCOB pErjaMEHT IO OTHOIICHUE Ha
opranute, mnocodeHn B wieH 185 ot Permament (EO, EBparom)
Ne  1605/2002 Ha CbBera OTHOCHO (DMHAHCOBHUS  pPEIJIAMEHT,
MPUIOKAM KbM 00mmust Oro/pker Ha EBpomelickute obmocTH (2),
OCBEH aKO TOBa HE CE Hajara Mopajud Ccrenupu4Hd ChOOPAKEHHUS,

(") Pernament (EO, EBparom) Ne 1605/2002 na CwBera ot 25 tonu 2002 r.
OTHOCHO (DMHAHCOBHUSI PETIIAMEHT, TPHIOKHUM KbM 00IIHs Otomker Ha EBpo-
netickute obmHocti (OB L 248, 16.9.2002 r., ctp. 1).

(®» OB L 357, 31.12.2002 r., ctp. 72.
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Kacaely JeHHOCTTa Ha AreHuusATa, U He ObJe MOAKPENeHO OT Mpe-
BapuTENTHOTO chryacue Ha Kommucusra.

Ynen 69

1. 3a Oopba ¢ uW3MamuTe, KOPYHIHMATA M APYTH IMPOTHBO3AaKOHHU
JIeWHOCTH ce Tpriarat 0e3 orpaHHYeHUs pasmopenOure Ha PermameHt
(EO) Ne 1073/1999 na EBponeiickus napiaameHT 1 Ha CbBera oT 25 mai
1999 1. oTHOCHO pa3cieABaHHsITAa, NPOBEXKIaHW OT EBpomeiickara
ciyx0a 3a 6opba ¢ usmamure (OLAF) (V).

2. AreHumsTa ce MNpPUCHEIMHSIBA KbM MEXKIyHHCTUTYIIHOHATHOTO
criopazymenue ot 25 mail 1999 r. 0THOCHO BBTpPEIIHHUTE pa3Clie/IBaHUS
Ha EBpomneiickata ciyx6a 3a 6opba ¢ m3mamute (OLAF) u BBBEKIA
HEe3a0aBHO  MOAXOMSAINM  pa3lopendH, TPUIOKHM KBM — BCHUKH
CILy’)KMTEJI Ha ATCHILUSTA.

Ynen 70

1. Crpykrypara U pa3MepbT Ha TaKcuTe, IOCOYEHM B wieH 67,
maparpa¢ 3, ce ycranoBsBat oT ChbBeTa IpH CIIa3BaHe Ha MPEABUICHHUTE
B JloroBopa ycnoBus, Io mpemioxkenue Ha Komucusra, cien
KOHCYNTalluM C OpraHM3alliuTe, IPEeJCTaBIABAllld WHTEPECHUTE Ha
(hapMareBTHIHATa MPOMHIINICHOCT HA OOIIHOCTHO PaBHUIIE.

M3

2.  HesaBucumo ot toBa Komwmcusta mpuema pasmnopeadu 3a orpe-
JiefisiHe Ha OOCTOSITENCTBATa, MPU KOUTO MAJKUTE W CpPEAHUTE Ipe.-
OpUATUS MOTAT Jia 3alvlaliaT TakCH B HaMaleH pasMmep, Ja oTjarar
[UTAIIAHKATa Ha TaKCHTe WIM Ja TII0JlydaBaT aJIMHHUCTPATHBHO
cpueiictBue. Te3n Mepku, NpejHa3HAueHHW Ja M3MEHST HECHIIECTBEHU
eJIEMEHTH Ha HACTOSIIUS pErjJaMeHT dpe3 MAONBJIBAaHETO My, Cce
rnpreMaT B CHOTBETCTBHE C IpOLEAypaTa MO PEryjJupaHe C KOHTPOJ,
nocoueHa B uieH 87, maparpad 2a.

I'nmaBa 3

O0mu pa3nopendu OTHOCHO ATeHIUATA

Ynen 71

ATeHIMATa UMa MPaBOCYOEKTHOCT. BBB BCsKa OT JBPKABUTE — UJICHKU
AreHIMATa C€ TMOJ3Ba OT BB3MOKHO HaM-IIBIHATA JIECCIIOCOOHOCT,
MpeJOoCTaBsiHA Ha IOPWIMYECKHTE JIMIA 10 3aKOHUTEe Ha CHhOTBETHATA
nbpkaBa. Chlara MOXe IMO-CHEHUAIHO Ja MPUI00MBa WM pasroJiara
C JIBIDKMMO ¥ HEJBIDKHMO HMYIIECTBO, KaKTO M Jia ObJe CTpaHa I0
ChACOHM aerna.

Ynen 72

1. JoroBopHara OTTOBOPHOCT Ha ATEHIHMATA C€ YpeXIa OT IMPUIIO-
JKUMOTO TIpaBO KbM Joroeopa. CeabT Ha EBpormeiickure OOIIHOCTH
pasmonara ¢ IOPUCHUKIHATA CBIJIACHO  apOMTPaXHHUTE  KIay3H,
CHABPIKALIMA CE B CKIIOYCHUTE OT ATCHIUsTA JOTOBOPH.

2. LuO C€ OTHACs N0 HEAOroBOpHATa OTTOBOPHOCT, B ChOTBETCTBUEC C
O6L[_ll/lTC TIPUHINIIN, JIUCTBAILl CBIJIACHO 3aKOHOJATEJICTBaTa Ha
ObPXKaBUTC-YJICHKH, AI‘GHHI/IHTa BBH3CTAHOBABA BCHYKH BpeCIu,

(') OB L 136, 31.5.1999 r., ctp. 1.
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INPpUYUHEHU OT CaMaTa Hesd HWIN OT HEHHUTE CIIY)KUTCJIU TIpU HU3I'BJI-
HCHUCTO Ha TCXHUTC 3adbJKCHU.

CT)H'I)T Ha EBpOHCfICKI/ITG 06IJ_IHOCTI/I pasnojara ¢ OPpUCAUKIUA IO BCCKH
CIIOp, OTHACAN C€ A0 BB3CTAaHOBABAHETO Ha BCsKa HOH06H3. Bpcaa.

3. JInanara OTITOBOPHOCT Ha CIYKUTCIUTEC 110 OTHOLICHUEC Ha
AFGHHI/IHTa CC Yypexkaa CbC CBOTBCTHUTEC IIpaBUJIa, MNpHJIaraHu I10
OTHOOICHUE Ha ICpCOHaJIa Ha AFEHHI/IHTa.

Ynen 73

Io oTHOWIEHHE HA HAMUpAIHUTE Ce B ATEHIMATA TIOKYMEHTH Ce MpHiara
Pernament (EO) Ne 1049/2001 na EBpormeiickus mnapiaMeHT U Ha
CwBera or 30 wmait 2001 r. OTHOCHO MyOJUYHHUS JOCTBI JIO JOKY-
Mmentute Ha EBpomneiickust napnament, CeBera nu Komucusra (V).

B cwotBerctBHe ¢ unmen 2, maparpad 4 ot Permament (EO)
Ne 1049/2001 AreHnmsTa BBBEXKIa PErHCTHp, Ype3 KOWTO IPEIOCTaBS
Ha Pa3NoioKeHHe BCHUKH JOKYMEHTH, KOUTO ca OOIIECTBEHO JOCTBITHU
[I0 CMHUCBJIa Ha HACTOSALIUS PErJIaMEHT.

YnpaBuTeTHUAT CHBET NpUeMa MEpKH 3a npuiiarade Ha Permament (EO)
Ne 1049/2001 B cpok 10 ImiecT Mecela cjeJ] BJIM3aHETO B CHUJIa Ha
HACTOSIIUS PETJIAMEHT.

Pemennsita, B3eMaHu OT AreHuusTa B CBOTBETCTBHE C WIEH 8 OT
Pernament (EO) Ne 1049/2001, morar ma mopoasT HE0OXOJUMOCT OT
BHAcsiHE Ha >kajiba 10 oMOyACMaHa WX Ja IOCIy’KaT KaTo MpUYUHA 3a
3aBexaHero Ha Jneno B Cwaa Ha EBpomelickute 0OHIHOCTH TpH
yCIOBUSITa, IPEIBUIECHN ChOTBETHO B wieHoBe 195 u 230 ot lorosopa.

VM1
Ynen 73a

Pemienus, B3etn oT AreHiusita chritacHo Pernament (EO) Ne 1901/2006
MoraT ga Obaar npeaMeT Ha cbaedeH uck npea Cobaa Ha EBponelickute
OOIIHOCTH CBHITIACHO YCIIOBUSATA, ycTaHOBeHH B wieH 230 ot Jorosopa.

Ynen 74

HpOTOKOJ'H)T OTHOCHO INPHUBWJICTHMUTEC U UMYHUTCTUTC Ha EBpOHeI\/‘ICKI/ITe
O6HIHOCTPI CC€ npuJjiara 1o OTHOIICHUE Ha AreHuusTa.

Ynen 75

3a mepcoHanma Ha ATEHIMATa BaKaT NpaBWiIaTa W TPABHIHHUINTE,
MpUIAraHd 10 OTHOIIEHHE HA BUCIIUTE JUIHKHOCTHH JIMIA U APYTHTE
cnyxxkuten Ha EBpomelickute ob0mHOcTH. [lo OTHOIIEHWE HA CBOS
repcoHan AreHuusATa YIpaXKHsSBa NPABOMOIIMSATA, JEJIETHpaHd Ha
Ha3HayaBallusg OpraH.

VYrpaBUTETHUAT CBBET, ChIiacyBaHo ¢ Kommucusrta, mpuema HeoOXo-
JMMHTE pasnopenOu 3a MpuiiaraHe.

Ynen 76

UneHoBeTe Ha YIPABUTEIHUS CBBET, YJICHOBETE HA KOMUTETHTE,
TIOCOYCHH B wiieH 56, maparpad 1, u ekcrepTuTe, BUCIIUTE JUTHKHOCTHH
JMUIa M JPYTUTE CIy’KUTEIM Ha ATEHIHMATa Ce 3aJb/KaBaT Ja He
pasKpuBaTr, HOpU cjel IPEKPATIBAHETO HA TEXHHUTE 3aIbIDKCHUS,

(') OB L 145, 31.5.2001 r., ctp. 43.
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KaKBaTo ¥ Ja ¢ MH(pOpMaIHs OT eCTeCTBO, HAJlaramio 3aJbJDKCHHC 3a
Cria3BaHe Ha CIy)XeOHa TaiiHa.

Ynen 77

CehrioacyBaHo € YNPaBUTEIHUS CHbBET W CHOTBETHHSI KOMHTET
Komucusara Moxe na NOKaHM IPEACTABUTEIM Ha MEXKIyHapOJHUTE
OpraHM3aliy, 3aMHTEPECOBAHU OT XapMOHU3UPAHETO Ha pasloperOuTe,
IpUIaraHd IO OTHOIIEHHE Ha JIEKAPCTBEHUTE IPOAYKTH, 33 ydacTue
Kato HaOmromareny B paborara Ha AreHnumsra. Komucwsta ompemers
MPEe/IBAPUTENIHO YCIOBHUATA 3a ydyacTHe.

Ynen 78

1.  CermacyBano c¢ Komucusita yrnpaBUTETHHST CbBET Ch37aBa
YCIIOBHS 32 YCTaHOBSBAHETO HAa TOAXOJSIIM KOHTAKTH MEXIY
ATeHIUATa W TPENCTABUTENNTE Ha MPOMHUIUIEHHS OTpachl, MOTpeOu-
TEJIUTE W TALMEHTUTE M CIY)KUTEIUTE OT CHCTeMara Ha 37paBeoras-
BaHeTO. Te3M KOHTAaKTH MOTraT Ja BKJIIOYBAT ydacThue Ha HaOIromaTesd
B HSKOW OT acleKTUTE Ha JEHHOCTTa HAa ATEHIMSTA MPH MPEIBAPUTEIIHO
ONpesieNIeH OT YINpaBUTEJIHUS CbBET W cbrulacyBaHuM ¢ Kommucusra
YCIIOBHSL.

2. Komurerure mo wnen 56, maparpadp 1 W Bcuuku pabOTHH W
HAYYHO-KOHCYITATHBHU  TPYNH, CB3OaJCHH HA OCHOBaHHE Ha
MOCOYEHHs YJICH, YCTAHOBSBAT KOHTAKTH HA KOHCYJATATHBHA OCHOBA
[0 BBIPOCHTE OT OOl HHTEPEC ChC CTPAHWUTE, HUMAIH OTHOIICHUEC
KbM yImoTpedaTa Ha JIEKapCTBEHUTE MPOJIYKTH, TO-CIEIHATHO, OpraHu-
3alMUTe Ha TAIMCHTHTE M CIPYXEHUATA Ha CIIY)KUTEIUTE OT CHCTEMAaTa
Ha 3/paBeora3BaHeTo. JIOKIaauuId, ONpeNeNeHd OT Te3W KOMHUTETH,
MOTaT Jla YCTaHOBSIBAT KOHTAKTH Ha KOHCYJITAaTHBHA OCHOBA C MpPEICTa-
BUTCJI HAa OPraHU3AlMUTe HA TMALMCHTHTE W CAPYKCHHSATA HA CITyXKH-
TeUTe OT CHCTEMara Ha 3/]paBeONa3BaHETO, WMAIIM OTHOLICHHE KbM
MOKa3aHMUsATa Ha CHOTBETHHUS JICKAPCTBCH IMPOJYKT.

Ynen 79

ITo oTHOIIEHNE HA BETEPUHAPHUTE JIEKAPCTBEHU MPOYKTH, YUHTO Iazap
€ OrpaHWYeH, WJIN BETEpUHAPHUTE JIEKAPCTBEHH NPOIYKTH, IpEIHA3-
HAUeHU 32 JIeYeHHe Ha 3a0O0JISIBAHUS C PETHOHAIHO Pa3lpOCTpaHEHUE,
YIPABUTEIHUAT CHBET NpUEMa HEOOXOIUMHTE MEPKH 3a OKa3BaHE Ha
ChJICHCTBHE Ha Jpy’KeCTBaTa KbM MOMEHTa Ha II0/IaBaHE Ha TEXHHUTE
3as1BJICHMUS.

Ynen 80

3a ocurypsiBaHe Ha MOJXOAAIIA CTENEH Ha MPO3PAaYHOCT YIIPABUTEITHHUAT
ChbBET TIpUEMa, BbB3 OCHOBA Ha TPEIOKEHHUE OT M3IIBIHUTEIHUS
JTUpEKTop U cbryacyBaHo ¢ KomwucusTa, nmpaBuiia 3a IpefoCTaBsHE Ha
pasroniokeHre Ha OOINECTBEHOCTTa Ha WH(OpMAIUsl OT peryyaTopeH,
HAy4YeH WM TEXHHYECKH XapakTep, UMalllda OTHOIIEHHE KbM pasperia-
BaHETO WJIM KOHTPOJA Ha JIEKapCTBEHHUTE MPOIYKTH, KOSATO HE € KOH(DU-
JICHLIMaJIHA.

BorpemnuTe npaBuia u nporeaypu Ha ATSHIWSITA, HEHHUTE KOMHTETH
W HeWHHUTE pabOTHU TPYIH C€ MPEIOCTaBAT Ha pPa3MojoKeHHe Ha o0Ie-
cTBeHOCTTa B AreHuusita u no MaTtepHer.



2004R0726 — BG — 06.07.2009 — 004.001 — 53

TV

ObIIIK 1 3AK/IIOYUTEJIHU PA3HOPEIBH

Ynen 81

1. Bcuuku pemieHus 3a MpeJoCTaBsiHe, OTKa3, MPOMsHA, MPEYyCTaHO-
BSIBAHC HA JCHCTBUETO, OTTCIJIIHE WM OTMsHA Ha paspeuicHus 3a
TBPrOBUS, B3€TH B CHOTBETCTBHE C HACTOSIIMS pETrJaMeHT, ce
TPUIPYKaBaT OT MOJAPOOHO H3JNOKEHHE HAa MPUYMHHUTE, Ha KOUTO Ce
OCHOBAaBaT. 3a BBIPOCHUTE PCIICHHS CE YBEIOMsBA 3aHHTECPECOBAaHATA
CTpaHa.

2. TlpemocraBsiHEeTO, OTKa3bT, MPOMsHATA, MPEYCTAHOBSIBAHETO Ha
JEMCTBUETO, OTTEIJSIHETO WM OTMsHATa Ha pa3pelieHHe 3a ITyCKaHe
Ha Taszapa Ha JIGKapCTBEH MPOJIYKT, NpeIMeT Ha HaCTOSIIUS
periamMent, ce M3BbPIIBAT NPU IpUIaraHe Ha IPOLEAYPUTE U HA OCHO-
BaHUITA, NMPEJABHUJICHH B HACTOSIIHS PETJIaMEHT.

Ynen 82

1.  3a majeH JekapcTBEH MPOIYKT HA JajeH 3asBUTET MOXe Ja Oble
HPECTABEHO CaMO CIHO pa3pellcHUE.

HezaBucumo ot toBa Kommcusta Moke 1a paspemrd Ha €UH U ChUIH
3asBUTEJ Ja MOA3Je 10 ATreHLUsTa IoBeYe OT €HO 3asBICHHUE 32 €JUH
W CBIIM JIEKAPCTBEH TMPOAYKT, aKO CBINECTBYBAT OOEKTHBHH U
HOJJIEXkKAIIY Ha IPOBEPKA OCHOBAHUSI, OTHACSLIM CE€ 10 OOIIECTBEHOTO
3/IpaBe, Kacaelly JOCTHIIHOCTTAa Ha JIEKAPCTBEHUTE MPOAYKTH 32 CITyKH-
TENMTe OT CHCTeMaTa Ha 3JIpaBeOla3BaHETO W/WIM TANUCHTHTE, HIN
TaKuBa, OTHACALIM CE JI0 Bb3MOXKHOCTTAa 3a CbBMECTHA THPIOBHUS.

2. Ilo orTHOmIeHHME Ha JIEKAPCTBEHUTE TPOJYKTH 3a XyMaHHA
ynoTpeba, 3a pa3pelIeHuTe Mo CUjlaTa Ha HACTOSILIHS PErJIaMeHT JieKap-
CTBEHU MpPOJYKTH ce mpwiara wieH 98, maparpad 3 or JupekTua
2001/83/EO.

3. bBe3 ma ce 3acara yHUKaIHOTO W crneuuduuHo 3a OOIIHOCTTA
€CTECTBO Ha ChHIBPKAHMETO Ha JIOKYMEHTHTE, IOCOYCHH B WieH 9,
naparpad 4, Oyku a), 0), B) u ) u uieH 34, maparpad 4, OykBu OT
a) J0 1), HACTOSIIMAT pPerjiaMeHT He 3a0paHsBa HM3IIOJ3BAHETO HA JIBE
WK TIOBeYe THPrOBCKM MOAMGHUKAIMK HA JIEKApCTBEH MPOAYKT, 3a
KOWTO ¢ M3[aJICHO CHO pa3periCHHE.

Ynen 83

1. Tlo wuskmovenne ot wieH 6 ot [upexktuBa 2001/83/EO
IbP)KABUTE-WICHKH MOTAT [a IMPEAOCTABIT JICKAPCTBCHUTE MPOMLYKTH
3a XyMaHHa ymoTpe0a, Clajalid KbM KaTeTOpUHTE, IMTOCOYSHU B WICH
3, maparpa¢pu 1 ¥ 2 OT HACTOSIIUS PErVIAMEHT, Ha Pa3IOJIOKECHUE 3a
[eNTUTe Ha MaluaTUBHATA yHoTpeoda.

2. Tlo cmuchlla Ha HACTOSIUS WIEH ,JlaMaTHBHA Yyrorpeba“
O3HauaBa IPEIOCTaBsiHE Ha JIEKAPCTBEH MPOIYKT, CHajall KbM KaTe-
TrOpUUTE, TIOCOYEHH B wieH 3, maparpadu 1 u 2, Ha pasnoJjoKeHHe MO
XYMaHHH ChOOpaKeHWs] Ha TpyNa MalMeHTH, CTPaJalld OT XPOHHUYHO
WIH TEeXKKO WHBAIMIAUZUPAINO 3a00NsBaHe Wi 3a00JsIBaHE, KOETO
MOXe J]a c€ CYHMTa 3a >KMBOTO3acTpalllaBallo M KOUTO HE MOraTr ja
ObJaT JIGKYBaHU YJOBICTBOPUTEIHO C IOMOINTa Ha pa3penieH
JIEKapCTBEH MPOIYKT. BBIPOCHUAT JeKapcTBEH MPOLYKT TpsiOBa 1a
Obne Wi OOCKT Ha 3asABJICHHE 3a pa3pelleHHe 3a THPrOBHS IO
CMHCBJa Ha WICH 6 OT HACTOSINUS periiaMeHT, HIM B MpOIlEeC Ha
KIMHUYHO W3MHUTBaHE.
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3. Koraro pageHa abpxaBa-wieHKa C€ II0JI3Ba OT Bb3MOXKHOCTTA,
npeaBuaeHa B maparpad 1, cpmarta HoTH(QUIHMpa ATEHIHATAa 3a TOBa.

4. Korato ce mpenBmxIa Bb3MOXKHOCT 3a MaJllMaTHBHA YIOTpeOda,
KoMHUTEeThT 10 JI€KapCTBEHHUTE MPOIYKTH 332 XyMaHHa yIoTpeOa MOKe
Ja TpHeMe, Clie]] KOHCYNTAIMA C IPOM3BOJUTEIS WM 3asBUTEI,
CTAQHOBUILIA OTHOCHO YCIIOBHATa 3a yHoTpeda, yCIOBHATA 32
TACTpUOYIMsT W TeneBuTe manueHTH. CTaHOBUINATA MOJUISKAT Ha
NEePUONYHA AKTyaTH3aLlus.

5. HLp)KaBI/ITe-"UICHKI/I B3€MaT 1104 BHHMAaHUC BCHYKH JOCTBHITHU
CTaHOBHUIIIA.

6.  AreHuusta MoJIbpiKa TEKYIIO aKTyalu3UpaH CIUCHK HA MPUETHTE
CTAHOBUINIA B CHOTBETCTBUE C maparpad 4, KOWTo Ts myOIrKyBa Ha CBOS
yeOcaiir. Unen 24, maparpadp 1 u unen 25 ce npwiarat mutatis
mutandis.

7. CTaHOBI/IIlIaTa, IIOCOYCHU B naparpaq) 4, HC 3acdrat rpaxjaaHckara
WJIA HaKa3aTCJIHa OTTOBOPHOCT Ha IMPOU3BOAUTEIIA WA HA 3asBUTCIIA Ha
Pa3pCHICHUETO 3a ThPTrOBUA.

8. Koraro Opme mnpuera mporpaMa 3a MalMaTUBHA YroTpeda,
3afBUTEIAAT OCUTYpsiBA YCJIOBHS 3a TOBa, YydyacTBAalIUTe B Hes
MANUEHTH [a UMAT JOCTBI IO HOBHUSI JICKAPCTBEH MPOIYKT B MEPHOIA
MEXJy pa3pelIaBaHeTo My M HETOBOTO ITyCKaHE Ha Iasapa.

9. Hacrosmmar uieH He 3acsra pasmnopendure Ha JlupekTuBa
2001/20/EO u unen 5 ot dupextusa 2001/83/EO.

Ynen 84

1. be3 na ce 3acsara [IpoTokobT 3a NPUBUIIETUUTE U UMYHUTETUTE HA
EBporneiickute 00IIHOCTH, BCSIKA IbprKaBa-uIeHKa OIPeeNisl CaHKIHUTE,
KOWTO cjefBa da ObJaT NMPWIOKEHH 32 HapyllaBaHe Ha HACTOSIIWS
periaMeHT WX Ha pasnopenOuTre, IPHETH B CHOTBETCTBHE ChC CBILUA,
7 TIpeanpreMa BCHYKH HEOOXOJMMH MEpKH 32 TSAXHOTO IIpHJIaraHe.
Cankuuure ciesBa aa 0bAaT e(QEeKTUBHY, Chbpa3MEPHU U Bb3MUPAILU.

IbpxaBute-wnenkn nHGopMmupar Komucusra 3a Te3u pasmopeadu He
no-kbcHO oT 31 nekemBpu 2004 r. Te HOTH(UIMPAT O BBH3MOKHO
Ha-Obp3Usl HAUMH BCHYKH IIOCIIEABAINM M3MEHEHMs Ha paznopenduTe.

2. JlppxaBure-wieHKH WHGpOpMHpaT He3abaBHO Kommcnsra 3a
BCHYKH CBJICOHM Jera, 3aBeJCHM 3a HapyllaBaHE Ha pasmopendHuTe Ha
HACTOSIILUSI PETJIAMEHT.

3. » M3 Ilo nckane Ha AreHuuara Kommcusra Moxke 1a HaJIOXKH
(DUHAHCOBH CaHKIMU Ha THUTYJSIPUTE Ha pa3pelieHus] 3a ThPrOBHS,
MPEIOCTABCHH HAa OCHOBAHME HA HACTOSIIMS PETJIAMEHT, aKO CBIIUTE
HE Cra3BaT HIKOW OT 3aJbJDKCHUSATA, YCTAHOBEHU BHB BPB3Ka C paspe-
HIeHUsITa. MaKCUMAaIHUAT pa3Mep, KakTO W YCIOBHATA M METOJHUTE 3a
chOMpaHe Ha BBIPOCHUTE CaHKIMH, ce onpenenst or Komucusra. Tesn
MEpPKH, MpPEIHA3HAYCHU Ja W3MEHAT HECHIICCTBEHH CJIEMCHTH Ha
HACTOSIIUS PETrJIaMEHT dYpe3 JIOMBJIBAHETO My, C€ TpPHUEMAT B ChOT-
BETCTBUE C TPOLIEAypaTa MO peryjiupaHe ¢ KOHTPOII, ITOCOYEHa B 4JICH
87, maparpad 2a. <
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Komucusara mnyOnukyBa wuMeHata Ha CbOTBETHHTE TUTYJSIpH Ha
paspemieHust 3a TBPrOBHS, pa3MepuTe Ha (PUHAHCOBUTE CAHKUHH H
MIPUYUHNATE 33 HAJaraHeTo WM.

Ynen 85

HacTosmuar periiaMeHT He 3acsira KOMIIETEHLMUTE, MPENOCTABEHH Ha
EBporelickus opran mo Ge30MacHOCT Ha XPAHWTE, Ch3IAAEH CBITIACHO
Pernament (EO) Ne 178/2002 ().

Ynen 86

Haii-manko BemHBXK Ha BCEKM JeceT roamHu Komwcusra myOnnKyBa
0000I11IeH J0KIa]] 32 ONMUTA, MPUIOOUT KATO CIIEJACTBUE OT MPUIAraHETO
Ha IIPOLElypUTE, ONPEAEICHU ¢ HAacTOsAMMsA pernaMmeHT, B s III, rinasa
4 or HupektuBa 2001/83/EO m B msan I, rmaBa 4 ot [upekTuBa
2001/82/EO.

Ynen 87

1.  Komucusara ce noamomara oT IlocTOSHHHS KOMHUTET IO JieKap-
CTBEHHTE TPOAYKTH 32 XyMaHHa ymHoTtpe0a, Ch3IaleH Ha OCHOBAHWE
unen 121 ot dupekrusa 2001/83/EO u I[TocToSHHUS KOMHUTET IO JIeKap-
CTBEHHTE MPOJIYKTH 3a BeTEpHHApHa ynoTpeda, ch3laJeH Ha OCHOBAHUE
aneH 89 ot [upextusa 2001/82/EO.

2. Koraro ce mpaBM II030BaBaHE HA HACTOSAIIMs Taparpad, ce
npuiarat wieHoBe 5 u 7 ot Pemenne 1999/468/EO, karo ce B3emar
TIPe/IBH] Pa3MOpenOnTe Ha WICH 8 OT Hero.

[epuonsT, mpeaBuaeH B wieH 5, naparpad 6 ot Pemenne 1999/468/EO,
ce ompezelisi Ha TPH Mecella.

2a.  Ilpu no3oBaBaHe Ha HacTosAlIMs maparpad ce Nmpuiarat 4ieH Sa,
maparpa¢u 1—4 u wren 7 ot Pemenne 1999/468/EO, kato ce B3emar
HpeiBU pa3nopenduTe Ha YjeH 8 OT Hero.

3. Koraro ce mpaBu I1030BaBaHe Ha HaCTOsIIUS maparpad, ce
npunarat dwieHose 4 u 7 ot Pemrenme 1999/468/EO, xato ce B3emar
IpeiBU pa3nopenOuTe Ha YjieH 8 OT HEro.

CpoxsbT, nipeaBueH B wieH 4, naparpad 3 ot Pemenune 1999/468/EO,
ce oIpeseNs Ha eIUH Mecell.

Ynen 88

Pernament (EMO) Ne 2309/93 ce oTmeHs.

Tlo3oBaBaHusITA Ha OTMEHEHMS PETIIaMCHT C€ TBJIKYBAT KaTo I1030-
BaBaHWs Ha HACTOAIINA PEIrIaMCHT.

(") 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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Ynen 89

3alUTHATE TEepHUOaN, IIpeIBUACHH B WwieH 14, maparpad 11 u wien 39,
nmaparpad 10, He ce mpumarar mo OTHOIIEHHE Ha pedepeHTHH IeKap-
CTBCHH TIPOAYKTH, 3a KOHTO € OWI0 TOHaJeHO 3asBICHHC 32
paspelieHne 3a TBProBUs NpeAW Jarara, mocoueHa B uieH 90, BTopH

naparpad.

Ynen 90

HacrosmusaT periiaMeHT BJIM3a B CHJIA Ha JIBAJICCETHS JICH CIe] ImyOJu-
KyBaHeTo My B Oguyuanen éecmuux na Esponetickus cvio3.

Upe3 neporanust OT 3aBb/DKCHHETO 3a Clla3BaHEe Ha IbPBH Imaparpad
msose I, II, 1II m V ce mpumarar ot 20 moemBpu 2005 r., a Touka 3,
[IETO Y LIECTO TUPE OT MPUIIOkKEHUeTo ce mpuiarat ot 20 mait 2008 r.

Hacrosmusr PCTIIAaMCHT € 3aAbJDKHUTCIICH B CBOSATA LSAJIOCT U CC IpUIara
IPAKO BbB BCUYKH ObPIKABU-YJICHKHU.
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1IPUJIOJKEHUE

JIEKAPCTBEHU ITPOAYKTH, INPEJMET HA HNPEJOCTABAHE HA

PA3SPEIIEHUE OT OBUIHOCTTA
JlekapcTBeHH MPOJYKTH, IOJYYEHH 4Ype3 HIKOH OT CJIEIHUTEe OMOTEXHO-
JIOTHYHU TIPOLIECH:
— pexombunantHa JIHK-TexHomorms,

— KOHTpOJIMpaHa EKCIpeCHs Ha TI'eHH, KOJMPAIIX OWOJIONMYHO aKTHBHU
MPOTEHHH B MPOKAPHOTH M €yKapUOTH, BKIFOYHMTEIHO TpaHC(HOpPMHUpaHH
KJIETKA OT OO3aliHUIM,

— XI/I6pHI[OMHa TCXHUKa U MOHOKJIOHAJIHU aHTHUTCIIA.

JlexapcTBeHM HPOMYKTH 3a MOJEpHA TEparus, ONPENENeHu B 4ieH 2 OT
Pernament (EO) Ne 1394/2007 ma EBpomeiickus mapinameHT u Ha CbBera
or 13 HoemBpm 2007 T. OTHOCHO JI€KapCTBEHHTE INPOAYKTU 3a MOAEPHA
tepars (1).

JlekapcTBeHH TNpPOAYKTH 3a BETepHHapHA ymoTpeda, MNpeAHa3HAuYCHH
NPEANMHO 3a MpPWIAraHe KaTo CTUMYJIMPAIlM CPEACTBAa 3a HAachbpYaBaHE
pacrexa Ha TPETHPAHHUTE KMBOTHH WM MMOBHUIIABAHE Ha JOOHBUTE OT TPETH-
paHKTE KHUBOTHHU.

JlekapcTBeHU NMPOAYKTH 3a XyMaHHa ynotpeba, ChIbpKalll HOBO aKTHBHO
BEIIECTBO, KOETO He ¢ Owio paspemreHo B OOmHOCTTa KBM Jarara Ha
BIIM3aHE B CHJIa HAa HACTOSIIUS PErJIaMEHT, TEPAleBTHYHOTO IOKA3aHWE Ha
KOETO € JICYeHHEe Ha HIKOe OT CICIHUTE 3a0O0JIsIBAaHUS:

— CHHJIPOM Ha MpPUI0OMTATA MMYHHA HEIOCTATHYHOCT,

— pak,

— HEBPOJICTCHEPATUBHO CMYILCHHE,

— nuaber,

cuutano ot 20 maii 2008 r.:

— aBTOMMYHHH 3a00JISIBAaHUS M IPYTH HAPYIICHUS HA WMyHHHTE ()yHKIHH,

— BHPYCHHU 3a00JIIBaHUSI.

Cnen 20 mait 2008 r. Komucusra, cies KaTo ce KOHCYITHpa ¢ AreHuusTa,
MOXXE Ja IPEACTaBH BCSKO MOAXONANIO INPEUIOKCHHE 3a H3MCHEHHE Ha
HacTosimata Touka u EBpomeiickuar napaamenT u CbBETBT B3eMar
pellIeHne 1o TO3H BBIIPOC B CHOTBETCTBHE C Jlorosopa.

JlekapCTBEHH MPOIYKTH, 0003HAYECHH KATO JICKApCTBA CHPALU MO CMHCBHIA
Ha Permament (EO) Ne 141/2000.

(') OB L 324, 10.12.2007 r., ctp. 121.



