PEI'JTAMEHT (EO) Ne 2743/1998 HA CBbBETA

ot 14 nexkemBpu 1998 roguna

3a U3MeHeHHe U JonbjaHeHue Ha Peraament (EQ) Ne 297/95 0THOCHO ABLJIKMMHUTE TAKCH
Ha EBpomneiickaTa areHius 3a OueHKa Ha JIeKAPCTBEHUTE MPOIYKTH

CBBETHT HA EBPOIIEMCKHS ChIO3,

Karo B3e npeaBu JloroBopa 3a ch3gaBaHETO
Ha EBpomneiickara oOmHOCT,

karo B3e mnpeaBua Permament (EO) Ne
297/95 na CsBera ot 10 depyapu 1995 r.
3a JOBJDKMMUTE Takcu Ha EBpomeiickara
areHIus 3a OlEHKAa Ha JEKapCTBEHUTE
MPOAYKTH "1 B wactHOCT Wiew 10,

KaTo B3¢ TMPEABUJ TNPEIJIOKCHHETO Ha
Komucusra,

KaTo B3€ npeaBua CTaHOBHIICTO Ha
EBporneiickus mapiamMeHT 2

KaToO MMa MpPEIBHJ, Y€ ChIVIaCHO 4jieH 57,
naparpa¢p 1 ot Permament (EMO) Ne
2309/93 na CeBera ot 22 ronmm 1993 r. 3a
YCTaHOBSIBaHE Ha OOIIHOCTHH MPOLEAYPH 32
paspemMTeTHH M 3a  KOHTPOJ  Ha
JIeKapCTBEHUTE MPOAYKTH 3a XyMaHHa
ynoTtpe0a U 3a BETepUHApHA yrmoTpeda u 3a
ch3faBaHe Ha EBpormeiicka areHims 3a
OLCHKA HAa JICKAPCTBEHHTE IPOLYKTH °,
NPUXOJUTE HA areHIMATa C€ CBhCTOST OT
BHOCKUTE ¥ OT TAaKCHTE, BHACSHU OT
OpennpusTuiaTa, 3a  HOoJdydyaBaHe U
MOJTbpKaHEe HAa OOIHOCTHU Pa3peIIuTeITHA
3a MyCKaHe Ha Tas3apa U 3a OPYTH YCIyTH,
MPEIOCTABSIHYU OT arcHIUsATA;

KaTo UMa IMpeaBuja, 4Ye pasMeppT U
CTPYKTypaTa Ha yCTaHOBEHHTE ¢ PerimameHT
(EO) Ne 297/95 Ttakcu TpsbBa nma Obaar

"OBL35,15.2.1995r., ctp. 1.

2 OB C 328,26.10.1998 .

3 OB L 214, 24.8.1993 r., crp.l. Permamenr,
nocienHo u3MeHeH ¢ Permament (EO) Ne 649/98 na
Komucusita (OB L 88, 24. 3. 1998 ., c1p.7).

npepasrienann 1o 31 npekemBpu 1997
TO/INHA;

KaTo uWMa TIpeABHi, Ye Ha Oa3ata Ha
HaTpynaHus cieq 1995 r. onut cneasa na ce
3ama3ar oOmuWTe TPUHIMIKN W olmara
CTPYKTypa Ha TaKCUTE, KAKTO U OCHOBHHTE
JIEWCTBAIlA  TPOIEAYPHU  pasnopendu,
YCTaHOBEHU OT MTOCOYCHHUS PETIIAMEHT;

KaTO nMa npeaBu, 4€ BCC MaK € yMCCTHO [1a
CC YTOYHAT 3a HAKOM TaKCH YCIYIruWTEC, 3a
KOHUTO CC€ OTHaCAT, C HOCI Ha CC€ YJICCHU
TAXHOTO IOKpUTHE HW Oa C€ IMOBHUIIAT
MMpO3pavYHOCTTa )51 MPAKTUYICCKOTO
IpujaaralHe Ha TO31 PErilaMcHT,

KaTo uWMa TpeaBuja, dYe TpsOBa J1a ce
YCTaHOBAT CHINO Taka HOBHM TaKCH, 3a Jia ce
MOKPUSAT BCHUYKU JIOCEra MPEeJAOCTaBSIHU
YCIIyTH OT arcHIUsITa;

KaTo UMa MPEJBUJI, Y€ TPsOBa Ja Ce BbBEIC
TOJQWIIHA Takca, 3a Jla C€ OCHIypH
MOKPUBAHETO Ha PAa3XOJUTE, CBBP3aHU C
KOHTPOJIa Ha pa3pelIeHUuTe JIEKapCTBEHU
NPOAYKTH; KaTo HMMa  MPEOBUA,  4Ye
oTpejielieHa YacT OT Ta3W Takca TpsOBa jaa
CE OTIyCHE Ha KOMIICTCHTHUTE HAIIMOHATHU
OpTraHW, KOUTO 3aJIBJDKUTCITHO H3ITBIIHSBAT
oT uMero Ha OOmHOCTTa (YHKUUUTE IO
KOHTPOJT Ha I1a3apa 1o cujaTta Ha Perimament
(EMO) Ne 2309/93; xaro uma mpeaBHI,
OCBEH TOBa, YCIOBUATA W pEObT 32
pasnpeelicHHe MEXy TE€3U OpraHu TpsOBa
Ja Ce OmpeAcNsaT OT aJMHHUCTPATUBHHUS
CHBET Ha arcHIMATa ChIIIACHO MPOIEaypaTa,
MIpe/IBUJICHA B HACTOSIIHS PETIIAMEHT;

KaTo uMa IpenBuHJ, Y€ B HAKOU
U3KIIOYUTEIHH CIy4al M 10 HaJeXallu
IIPUYUHU, CBBP3aHU C OOLIECTBEHOTO 3/1paBe



MU CbC  3IpaBeTO0  Ha  KUBOTHHUTE,
rOperocoYeHUTe Takcu TpsaOBa Ja ce
HaMaJjsiBaT, KaTo MMa MpPEeJBUJ, Y€ MOpaau
ToBa, Oe3 Ja ce 3acsaraT MO-CIELUUATHH
pasnopendu Ha OOIIHOCTHOTO MPAaBO, BCSIKO
pelieHre 3a HaMassiBaHe TpsOBa Ja ce B3emMa
OT UBIBJIHUTEIHUS TUPEKTOP Bb3 OCHOBA Ha
KPUTHYEH IpErJie]l Ha MPUChIaTa Ha BCEKU
ciayyail cuTyauus, clel] KOHCYJNTalus C
KOMIIETEeHTHUS Hay4YeH KOMUTET,

[TPUE HACTOAILIMSA PETJIAMEHT:

Pernament (EO) No 297/95 ce usmens u
JOITBJIBA, KAKTO CIIE/IBA:

1) Ynen 1 ce 3ameHs CbC CIEIHUS TEKCT:

“Ynen 1
IIpunoxHo moJie

I[TJJDKI/IMI/ITG TaKCHU 3a IIO0JIy4dyaBaHC U
MOTbPIKaHEe Ha OOIIHOCTHH
pa3peluTeNHy 3a MyCKaHe Ha ma3apa Ha
JCKapCTBCHH TPOAYKTH 32 XyMaHHA
yrnoTpeba W 3a BETEpHHApHA ymnorpeoda,
KakTo U 3a  JpYITUTe  YCIYIH,
Npe/IOCTaBsIHK  OT  arcHIWsATa, Ce
CBOMpAT CBIVIACHO pa3MopenduTe Ha
HACTOSIIHUS PETrJIAMCHT.

P asMEpPBT Ha TE3U TAKCHU CC OIIPCHACIIA B

2

CKIO.

2) UYnenose 3 no 10 ce 3amMeHST, KaKTO
cresiBa:

“Unen 3

JlekapcTBeHH MPOAYKTH 32 XyMaHHA
ynorpeda, 00XBaHATH OT
NpoueaypUTe, YCTAHOBEHH C
Peraament (EMO) Ne 2309/93

1. Paspewumenno 3a nyckaue Ha nazapa Ha
JleKapcmeen npooyKm

a) OcHOBHAa TakKeca

Takcata, KOATO ce ChOMpa 3a 3asBICHHE
3a pa3pelIuTeHO 3a MyCKaHe Ha Tma3ap
Ha JIGKAPCTBEH NPOAYKT, MPHUIPYKEHO
ot meaHO nmocue, ¢ 200 000 exro. Tazm
Takca IMOKPUBA CaMO JO3WPOBKaTa Ha
enaHa ¢gapmareBTHIHa Ghopma.

Ta3u Takca ce yBennuara ¢ 20 000 ekro
3a BCSKa JIOMBIHUTEIHA JI03UPOBHYHA
u/unu ¢dapmareBTuuHa (Hopma, KOraTo
TE€ ca TPEACTAaBEHH €IHOBPEMEHHO C
I'BPBOTO 3asBJICHUE 3a Pa3pELIUTENHO.
ToBa yBenuyeHWE TOKpHWBA  €IHA
JIOMBIHUTENHA  JO3UPOBBYHA  W/MUIU
dapmaneBTryHa hopma.

Ta3u Takca ce yBennyana ¢ 5 000 exto 3a
BCSIKO JIOITBJTHHUTEIHO TIPEJICTaBsSHE Ha
cbljaTa MAO3HWPOBBYHA U Ha CbllaTa
dapmanieBTnuHa (opma, TpencTaBeHa
€IHOBPEMEHHO C ITbPBOTO 3asBJICHHUE 32
pa3peIIUTENHO.

6)Hamanena Ttakca

Hamanena Ttakca ot 100 000 exio ce
npusara 3a 3asBJICHUATA 3a
pa3peImTeTHO 3a IyCKaHe Ha Ta3apa Ha
JICKApCTBEH NPOAYKT, 32 KOWUTO HE €
HEOOXOJUMO TPEACTABSIHETO Ha ITBIHO
JI0CUE, ChIIIACHO Pa3NopeI0OuTe Ha YIICH
4, ammues 3, Touka &, OykBa “a”,
moarouka 1 w il or JlupektuBa
65/65/EMO, KakTO M KOraTto ce TpaBu
[M030BaBaHe Ha WieH 4, aJuHes 3, TOYKa
8, OykBa “a”, moATOYKa 11 OT ChIIaTa
nupekTuBa. Ta3W Takca MOKpUBA €IHA
CIMHCTBEHA  JIOBUPOBKAa HAa  €JHA

dapmaiieBTuyHa popma.

Ta3u takca ce ysenuuana ¢ 20 000 exro
3a BCAKa JOIBJIHHUTENHA JO3MPOBHYHA
u/unu dapmaineBTuyHa (HopMa OT ChIIUS
JEKapCTBEH MPOAYKT, KOraro Te ca
IPEJCTaBEHU €THOBPEMEHHO C IbPBOTO
3a{BI€HHE 3a paspemmuresHo. Tosa
yBEJINYECHUE HOKpHUBA enHa
NONIBJIHUTENTHA ~ JO3WPOBBYHA WM
dapmaiieBTyHa Gopma.



Ta3u Takca ce yBenngana ¢ 5 000 exro 3a
BCSIKO JIOITBJIHUTEIIHO TIPEJICTaBsSHE Ha
cbllaTa HAO3HUPOBBYHA U Ha CbllaTa
dapmanieBTiuHa (opma, TpencTaBeHa
€IHOBPEMEHHO C IIbPBOTO 3asBJICHUE 32
pa3penInTenHo.

B)Takcu 3a pa3mupsBaHe Ha
pa3pemuTEeNHO 3a MyCKaHe Ha
maszapa

Te3sm Takcm ce cpOMpaT 3a BCAKO
pasumMpsiBaHe Ha BeYe IMPEAOCTABEHO
pa3penInTeHo 3a MyCKaHe Ha ma3apa:

— KOTaTro TOBa pa3lIMpsIBaHE MOKPHUBA
HOBAa  JIO3MPOBBYHA WJIM  HOBA
¢dapmanieBTuyHa (popma, HIM HOBO
NOKa3aHWe, WIA HOB HA4YMH Ha
OpeInucBate, AbDKUMAaTa Takca €
50 000 ekro;

— KOraTro TOBa pa3IIMpsIBaHE MOKPHUBA
HOBO TIPEJCTaBsSHE HA JO3UPOBBYHA
dopma, Ha QapmaneBTuyHa Gopma
WIN Ha HaYMH TPEANUCBAHE, KOUTO
BEUYE Ca paspelieHH, IbJDKUMaTa
takca e 10 000 exro.

2. Hszmenenue
nycKame Ha nazapa

Ha paspewumenlHo 3a

a)Takca 3a usmenenue ot tun I

Taxca ot 5 000 exto ce cpOupa B ciryqai
Ha  HECBIIECTBEHM M3MEHEHUS Ha
pa3peumMTenHo 3a IyCKaHe Ha Iasapa
criopell Kiacu(uKalnusaTa, yCTaHOBEHA C
NPUWIOKHUMHUSL B Ta3uW 0OJACT PEryiaMeHT
Ha Komucusra.

B cnywail Ha WIEHTHYHO W3MEHEHHE
Takcata TOKPHUBAa BCHYKH pa3pelieHu
O3UpOBBUHK (GopMH, (dapMaleBTUIHU
dbopmu U TIpeACTaBIHUS.

0)Takca 3a usMenenue ot Tum II

Takca ot 60000 exioo ce cwnOmpa B
Cily4ail Ha CbHIIECTBEHH H3MEHEHUs Ha
pa3pemnTeNIHO 3a IMyCKaHe Ha Tma3apa
cropes; KiacupuKalusaTa, yCTAHOBEHA C
MPWIOKUMHUS B Ta3u 0OJIACT periaMeHT
Ha Komucwmara. Ta3um Takca MOXe 1a
ObJlc HamMalleHa HaIMoOJIOBMHA 3a HAKOU
m3MeHenuss ot Ttun II, kxomTo He
W3HUCKBAT 3aJbJ00YCHA HAay4YHA OIICHKA,
COUCBKBT KM CE€ U3TOTBS CBIJIACHO
npolieaypara, npeaBuaeHa B wieH 11,
naparpad 2.

B cnydali Ha MIEHTUYHO H3MEHEHUE,
TakcaTa IIOKpUBAa BCHYKU pa3pelieHU
JO3UPOBBYHU (popMmu, (apMalleBTUUHH
dbopMH ¥ IpeICTaBSIHHS.

3. Taxca 3a noonoessane

Takca or 10000 exio ce cwOupa 3a
pasriexJaHe Ha HalIW4YHAaTa MHGOpMAIHS
MpU TMETTOJUIIHOTO TMOJHOBSBaHE Ha
OOIITHOCTHO Pa3pelIUTENHO 3a IMyCKaHe Ha
razapa Ha JIEKapCTBEH NPOAYKT. Ts ce
cpbupa 3a  BCsKa  JO3UPOBKA  Ha
(dhapmanieBTruHa (hopma.

4. Taxca 3a uncnexyus

Tebpaa cyma ot 15 000 exto ce cpOupa 3a
BCAKA  MHCIEKIMs, M3BBpIICHA  Ha
tepuTopuaTra Ha OOIIHOCTTa WJIM H3BBH
OO6mHocTTa. 32 UHCHIEKIIUUTE, U3BBPIICHU
mBbH  OOmHOCTTa,  pa3XoAWTEe  3a
KOMaHAMPOBBUHU ce  (dakTypupaT B
rmoBeyYe, BH3 OCHOBA Ha peajHara
CTOMHOCT.

5. Taxca 3a npexevpisne

Taxca ot 5 000 exto ce chOupa mpu cMsiHA
Ha IpUTEXATeNs Ha Pa3peLIMTEIHUTE 3a
IyCKaHe Ha [a3apa, 3acerHatd oT
MpexXBbpisgHETO. Ta3u Takca MOKpHUBa
BCUUKHM pa3pelIeHd TNpeACTaBSHUS Ha
ChILUS JIEKAPCTBEH MPOIYKT.

6. ['oouwna makca



Takca ot 60 000 exro ce crOupa 3a BCEKH
JICKapCTBECH MPOIYKT, TIOJTY IHJIT
paspelieHue 3a MmyckaHe Ha masapa. Tasu
Takca TOKpHBAa BCHYKHA  pa3pelicHH
NpeaACTaBAHUA HA CIUH U CBI JICKAPCTBCH
MPOIYKT.

Ynen 4

JlekapcTBeHHM MIPOAYKTH 32 XyMaHHAa
ynorpeba, 00XBaHATH OT NPoOLeTypHTe,
npeasuaenn B {upexrusa 75/319/EHUO *

Taxca 3a apoumpasic

Takca or 10000 ek € ObmKUMa MOpU
OTKpUBaHE Ha MPOLETypUTE, IPEIBUICHU B
uieH 10, maparpad 2 u unenose 11, 12 u 15
ot {upextusa 75/319/ENO.

Ta3u takca ce yBenmunuaBa ¢ 40 000 exro,
KOraro NpoLEeAypuTe, NpPEeIBUIEHU B
yaeHoBe 11 w12  or JlupektuBa
75/319/EVIO, ce oTKpuBaT MO HMHUIMATHBA
Ha 3asBUTENS WM Ha MpUTEXaTens Ha
pa3peInTENHOTO 3a yCKaHe Ha Ma3apa.

Ynen 5

JlekapcTBeHHM NMPOAYKTH 32 BeTepUHApPHA
ynorpebda, 00XBaHATH OT NpoLeIypHTe,
npeasuaenn B Pernament (EMO) Ne
2309/93

1. Paspewumenno 3a npooaxcoa Ha
JieKapcmeeHr npooyKm

a)OcHOBHA TakKca

Takcara, chOuMpaHa 3a 3asBJICHHC 32
pa3pelmTeNHO 32 IyCKaHe Ha ma3apa Ha
JICKApCTBEH TMPOIYKT, MPHIAPYKEHA OT
meaHo gocue, € 100000 exro. Tasm
Takca TOKpHBAa €IHA  CJIMHCTBCHA
JO3UpPOBKAaTa Ha eaHa (apMaleBTUIHA

dopmMma.

Ta3u takca ce yBenuuasa ¢ 10 000 ekro
3a BCSKa JIONBJIHUTENIHA JI0O3UPOBBUYHA

u/wim QapmaneBTuyHa ¢opma, KoraTto
TE ca NPEACTAaBEHH ETHOBPEMEHHO C
IBPBOTO 3asBJICHHE 3a Pa3PEIIUTEIHO.
ToBa yBenmueHHe TMOKpHBAa  €AHA
JNONBJIHUTENTHA ~ JO3UPOBBYHA WM
dapmarnieBTuHa (hopma.

Te3u Takcu ce yBenuuanat ¢ 5 000 exro
3a BCSKO JIOIBJIHUTEIIHO MPEICTaBsSHE Ha
elHa M ChINa JO3MPOBBbYHA (popma M Ha
enHa W chlna (apmaneBTU4YHa Qopma,
Ipe/ICTaBeHa €THOBPEMEHHO C ITBPBOTO
3asBJICHHE 32 Pa3pEIIUTEITHO.

B ciydail Ha BaKCMHU, OCHOBHATa Takca
ce samaigsa Ha 50 000 exro, kaTo BCSIKa
JMOMBIHUTENTHA  JO3MPOBBYHA  W/HUIU
(dapmarieBTHUHA dhopma n/unu
MpPEACTAaBSHE T[OBJIMYA YBEIUYEHHE C
5 000 exkro.

ITo cmucwna Ha Hacrosmata OykBa a)
6pOSIT Ha TMPULOCIHHUTC BHJAOBC HC €
pelieBaHTEH.

6)Hamanena Ttakca

Hamanena takca ot 50000 exmo ce
npusara 3a 3asBJICHUATA 3a
pa3peInTeITHO 3a IyCKaHe Ha Ta3apa Ha
JICKApCTBEH NPOAYKT, 32 KOWUTO HE €
HEOOXOJUMO TPEACTABSIHETO Ha ITBITHO
JIOCHE B CHOTBETCTBUE C pasmopeaduTe
Ha wieH 5, anuHes 3, Touka 10, Oyksa a),
moarouka 1 w il or JlupektuBa
81/851/EMO, xakTo M KOraTro ce MpaBu
[I030BaBaHe Ha WIEH 5, aquHes 3, TOYKa
10, OykBa a), MOATOYKA 1 OT ChIIATa
IUpekTuBa. Ta3W Takca MOKPHBA CaMo
JI03UpOBKaTa 3a €AHa (QapMaleBTUYHA
(dbopma Ha TO3H JIEKAPCTBEH MPOYKT.

Ta3u takca ce yBenuuana ¢ 10 000 exro
3a BCAKa JOMBJIHHUTENHA JO3MPOBHYHA
u/unu (apmareBTHuHa ¢GopMa, KOraTo
TE€ ca TPEACTABEHH EIHOBPEMEHHO C
I'BPBOTO 3asBJICHHE 3a PA3PEIIUTEINHO.
ToBa yBenuueHHE NOKpPUBA CaMO €1HA
JOMIBJIHUTENIHA  JIO3UPOBBYHA  W/MIIH
dapmareBTHYHa Gopma.



Te3mn Takcu ce yBenmyanar ¢ 5 000 exro
3a BCSAKO JIOIBJIHUTEIHO MPEICTaBsSHE Ha
elHa ¥ ChIlla TO3MPOBBYHA (GopMa M Ha
€lIHa U chIa QapmaleBTHYHa Qopma,
Ipe/ICTaBeHa €THOBPEMEHHO C ITBPBOTO
3asBIICHHE 32 PA3PEIIUTEITHO.

B cnyuas Ha BakCHHU, OCHOBHATa Takca
ce HamairsBa Ha 25 000 exro, kKaTo BCsIKa
JOIIBbJIHUTCIIHA ILO3I/IpOB’b‘-IHa I/I/I/IJ'II/I
dbapmareBTUIHA dhopma u/unu
HpeI[CTaB}IHe IIOBJINYA YBGJII/I‘-IGHI/IG C
5 000 exro.

[To cmucwena Ha Hacrosmiata OykBa a)
6pO$IT Ha TMPUIOCIHUTEC BHUAOBEC HC €
pEIleBaHTEH.

B)Takcu 3a pa3mupsBaHe Ha

pa3pemHUTENHO 3a MyCKaHe Ha
maszapa

Te3sm Takcm ce cpOMpaT 3a BCAKO
pasmupsBaHC Ha BE€UC IMMOJIy4CHO
pa3penInTeHo 3a yCKaHe Ha ma3apa:

—  KOraTo TOBa pa3lIUpsBaHE Ce
OTHAcs 3a HOBA JIO3MPOBBUHA WU
HOBa (apMmarieBTU4YHa dopma, HIU
HOB BU/JI, MJIM HOBO ITOKa3aHUE, WIN
HOB Ha4yMH Ha MpPEINHCBaHE,
IbIDkuMata Takca € 25 000 exro;

—  KOraro TOBa pa3lIUpEHUE MOKPHUBA
BEye paspelieHu HOBO
NpeaACTaBsAHC Ha AO03UPOBHUHA
dbopma unu HOBa (apmaleBTHUYHA
dopma WM BUA TPEANUCBAHE,
neipkuMata takca € 5 000 exro.

- B ClIy4dad Ha BaKCMHH, KOraTO TOBa
pasmmpsiBaHEe ce OTHACsS 3a HOBA
AO3UPOBBYHA 1501058 HOBa
dbapmanieBTuHa GopmMa, WA HOBO
npeaACTaBsAHC, HWJIM HOB HA4YWH Ha
MPEINUCBaHe, ThDKUMaTa Takca €
5 000 exro

Hzmenenue Ha paspeuiumenno  3a

npooasicoa

a)Takca 3a usmMmeHnenue ot Tum I

Taxca ot 5 00 exto ce cpOupa B ciryqai
Ha  HECHIIECTBEHH W3MEHCHHMS Ha
pa3pelIMTeNHO 32 IyCKaHe Ha Masapa,
CBIVIACHO HM3TOTBEHATa C pErjaMeHT Ha
Komucusra KIacupuKanus 3a
NpWIOKeHNE B Ta3u obnact. Ta3m Takca
ce MpuJiara ¥ npu BaKCUHUTE.

B cinywali Ha WIEHTUYHO HW3MEHEHHE,
TaKCaTa IOKpHUBAa BCHUYKH HO3UPOBBYHU
u ¢apmareBTHYHU (GOPMHU M BCHYUKH
pas3pelIeHu IpecTaBsIHus.

0)Takca 3a usmMmenenue ot tum Il

Takca ot 30000 exio ce cwnOupa B
Cclydyaid Ha CBHIINECTBEHHM HW3MEHEHUS B
pa3pemmMTeNIHO 3a MyCcKaHe Ha IMasapa,
CBITIACHO M3TOTBEHATAa C PErJIaMeHT Ha
Komucusra KIacuuKanus 3a
MPUWIOKEHUE B Ta3u oOmact. Ta3u Ttakca
MOXKe Ja ObJc HaMajcHa HAIlOJIOBUHA 3a
HSIKOW H3MeHeHus oT tun I, oT kKomTo
HE TPOM3THYA 3aabJ0OUeHa Hay4dHa
OIlCHKA; CIHMCBKHBT UM CE€ M3rOTBA
CBITIACHO TMpolleypaTa IMpeaBHIICHA B
wieH 11, maparpad 2.

B CjIydasds Ha  BaKCHMHHM Ta3Hl TaKCa €

5 000 exro.

B ciyyali Ha MIOEHTUYHO W3MEHEHME,
TasW® Takca  BaXW  3a  BCHYKHU
JO3UPOBBYHU U (apManeBTUYHU (OopMU
Y BCUYKHU Pa3pelIeHU TPEACTABSIHUA.

3. Taxca 3a nooHosés6ane

Takca ot 5000 exio ce cwrbupa 3a

pasriexnaHe Ha HaJau4HaTa
uHpOpMaLUs IpM  NETTOAMIIHOTO
MIOJHOBSIBaHE Ha OOIIHOCTHO

Pa3pEIINTENTHO 3a [TyCKaHe Ha Ia3apa Ha
JeKapcTBeH MpoxykT. Ta3m Takca Baxu
caMoO 3a JO3UpOBKara 3a  edHa
dapmaiieBTyHa popma.



4. Taxca 3a uncnexyus

Tebpaa takca ot 15 000 exio ce cpOupa 3a
BCSIKA ~ WHCIEKIMS,  UW3BBpIIEHA  Ha
teputopusita Ha OOIIHOCTTA WM W3BBH
OO6mHOCTTa. 32 UHCTICKITUUTE, U3BBPIICHA
m3BbH  OOmHOCTTA,  pa3xoAWTe  3a
KOMaHIUPOBBYHH ce€ (akTypupar B
MmoBeye, Bb3 OCHOBA Ha peajHara
CTOMHOCT.

5. Takca 3a npexsvpisine

Takca ot 5000 ek ce cvbupa mnpu
npoMsaHa Ha MNPUTCKATCIA Ha BCAKO OT
paspelInTeHATE 3a IyCKaHe Ha Tas3apa,
3acerHaTH OT MPEeXBbpisHETO. Ta3u Takca
MOKpUBa BCUYKH paspenieHu
NpeaACTaBsAHUA HA CIUH U CBI JICKAPCTBCH

MPOIYKT.
6. ['oouwna maxkca

INogumaa Takca ot 20 000 exro ce crOupa
3a BCEKH JIEKapCTBEH MPOAYKT, IOIYYHI
paspelnieHue 3a MmyckaHe Ha mazapa. la3u
Takca TOKpHBa BCHYKH  pa3pelieHu
HpeI[CTaBilHI/IH Ha €IUH U CbhII] J'IeKapCTBCH
MPOIYKT.

Ynen 6

JlekapcTBeHHM MPOAYKTH 32 BeTepUHAPHA
ynorpebda, 00XBaHATH OT NPoOILeTypPHTeE,
npensuaenn B Jlupekrusa 81/851/EMNO.

Taxca 3a apoumpasic

Takca or 10000 ek e AbKUMa HpU
OTKpHMBaHE Ha MPOLEAYPUTE, MPEABUICHU B
wieH 18, maparpad 2 u uinenose 19, 20 u 23
ot lupexrusa 81/851/ENO.

Ta3zu Takca ce ypenmnuaBa ¢ 20 000 exkro,
KOraro NpoLeAypuTe, MpeIBUICHU B
yneroe 19 wuw 20 or JlupekTuBa
81/851/EMO, ce OoTKpuBaT MO WHUIMATUBA
Ha 3asBUTENsI WIM Ha MpUTEXaTesls Ha
pa3pelIMTEIHOTO 32 IIyCKaHe Ha Ia3apa.

Ynen 7

OmnpenesisiHe HA MAKCHUMAJIHO J0MyCTUMA
rPaHUIA HA OCTATHYHO BEleCTBO
(MAI'OB) 3a BeTepuHapHuTE
JIeKapCTBeHH MPOAYKTH

1. Takca 3a onpedenane na MJ[I'OB

OcnoBna Takca 3a MJII'OB ot 50 000 exro e
IBIDKAMA 32 3asBJICHUE 3a OIpeC/IsTHE Ha
I’bPBOHAYAIIHA MJII'OB 3a nazeHa
cyOcTaHIus.

JombnmauTtenna takca 3a MJII'OB ot 15 000
€KI0 € JBJDKMMa 32 BCSKO 3asBICHUE 3a
W3MEHEHUWE WJIM 3a yBEIWYaBaHE Ha
cpuiectByBamia MJII'OB  wiu 3a HOBHM
BH/JIOBE.

TakcuTe ce mpucnaaar oT TaKCUTE, KOUTO Ce
M3HUCKBAT 32 Pa3pelIMTeNIHO 3a IMyCKaHe Ha
mazapa WA 32 pasllupsiBaHE ~ Ha
pa3pelIuTeNIHO 3a IyCKaHe Ha Ia3apa Ha
JIEKapCTBEH MPOIYKT, ChABPIKall] BEIIECTBO,
3a koero ce ompenens MJII'OB, koraro
3asgBJICHUSATA Ca MPEJICTaBEHU OT €IUH U
chIM 3asiBUTEN. ToBa mpucnagane, obaue,
HC MOXKC [a HaAXBBbPJA IIOJOBHUHATA OT
Takcara, 3a KOsITO ce mpuJara.

2. Taxca M/II' OB 3a knunuyHu usnumanus

Takca ot 15 000 exto ce cpOupa 3a BCIKO
3asBiIeHue 3a ompenensue Ha MJII'OB
NPEIBU/I KIMHUYHY U3ITUTaHUS.

Ta3u Takca ce mpucnajza oT pazmepa Ha
ocHoBHata Takca M/II'OB , npeasuaexa B
Touka I.

Ynen 8

Apyru takcu

1. Takca 3a Hayunu KOHCYIMayuu
Ta3u Takca ce cbOMpa 3a 3asBICHHUE 32
HAay4YHU WA TEXHUYECKH KOHCYJITALUH

OTHOCHO HM3CJICABAHCTO U pa3pa60TBaHeTo
Ha JICKApPCTBCH MPOAYKT C LEJI CBCHTYAJIHO



M0JIaBaHe Ha 3asiBIICHUE 32 Pa3pEIIUTETHO
3a IIycKaHe Ha T@asapa WM 32
pasmupsiBaHe Ha pa3pelIMTeNHO  3a
IIyCKaHe Ha Ia3apa.

— 3a JeKapCTBEHHWTE TMPOAYKTH  3a
XyMaHHa ynoTpeba, MaKCUMAaJIHUAT
pa3Mep Ha Ta3H Takca ce OIpeaens Ha
60 000 exro.

— 3a JeKapCTBEHHWTE TMPOAYKTH  3a

BETepUHApHA ynotpeoa,
MaKCHUMATTHHST pa3Mep ce Ompe/ess Ha
30 000 exro.

VYcnoBusiTa W penbT 3a NpWiIaraHe Ha
HacTosIaTa  TOYKAa  C€  ONPEnesT
CBITIACHO MpoLEeAypaTa, MpPEABHICHA B
uneH 11, maparpad 2.

2. Taxcu 3a aOMuHUCmMpamusHu pazxoou

Takcu 3a aJMUHUCTPATHBHU Pa3Xoau Ce
IBJDKAT 33 W3/1aBaHe Ha JOKYMEHTH WIIH
YIOCTOBEPEHUSI, KOTaTO TOBA U3JaBaHE HE
BJIM32 B PAMKHTE Ha yCIyTUTE, TOKPUTH OT
JApyra Takca, MPEIBUICHA B HACTOSIIMS
periaMeHT, Wi 3a aJMHHHACTPAaTHBHA
3aBepKa Ha JIOCHE, NPUKIYWIA C
OTXBBPJITHE Ha 3asABJICHUETO, 3a KOSTO
TOBA JocHe € OWio  MOAaJeHO.
EnvHuYHUAT pasMep Ha TE3W TakCcH HE
Moxe naa HaaxBbpias S5 000 exo. B
W3NbJIHEGHHEe Ha wied 11, maparpad 2
aJIMUHUCTPATUBHUAT CHBET HA arcHIUSITA

ompeaes " yTOUHSBA TSIXHATa
Kinacudukanus.
Ynen 9

BB3MOKHOCT 32 HAMAJIIBAHE HA TAKCUTE

bes ma ce 3acdarar  mo-crnenuaIHU
pasnopendu Ha OOIIHOCTHOTO TPABO, TPH
HU3KIIIOYUTCIIHU YCJIOBUA U 110 HAJICXKAIU
IIPUYUHU, CBBP3aHU C OOIIECTBEHOTO 3/IpaBe
U ChC 37JPaBETO HA KUBOTHUTE, MOTAT Ja Ce
HamansBaT TaKCUTE, BbB BCEKH OTIEJICH
CJIy‘IElI’I, OT USIBJIHUTCIIHUA JUPCKTOP, CICA
KOHCYJNTalMsl C KOMIIETEHTHUS Hay4deH
KOMUTET. Bcsiko pemieHue, B3eTO B

U3IBJIHCHHUEC Ha HaCTOAIIHUA YJICH, €
HAAJIC)KHO MOTHUBHUPAHO.

Moxxe na ce TpeAoCTaBH ITBJIHO WJIH
YaCTUYHO OCBOOOJKJaBaHE OT TaKCH, B
YAaCTHOCT 3@ JICKAPCTBEHU  MPOIYKTH,
MpeJAHa3HAYEHU 3a JICUCHHE Ha pPEIKu
3a00JIsIBaHUS WJIN 3acaraliyd MJIaay BHIOBE.

Ynen 10

ITage:xu, 3a0aBa Ha IJIAIIAHETO

1. Takcure ca ABDKUMU KbM JaTara Ha
npreMaHe Ha CHOTBETHOTO 3asBIICHHE,
OCBEH aK0 HE € MPEABUACHO IPyro B
CIIeIIUAITHU Pa3opeaou.

OcHoBHara Takca 3a apOuUTpax e
IBbIDKUMA  TPUIECET TTHU cien
Ce3MpaHeTo Ha ATCHIUATA; TOAMIITHATA
Takca € JIbJDKMMa TPHUAECET ITHH Clie]
JaTata Ha IMbpBaTa TOAMIIHUHA M Ha
BCAKa  cjedBalla TOAMIIHUHA  OT
OTOBECTSABAHETO HA  PEIICHUETO 3a
pa3pelnTeNHO 3a IIycKaHe Ha ma3apa.

Takcara 3a WHCIEKIIUM € JIbIDKAMA
TpUACCET IHU CJea JaTaTa, Ha KOSATO
WHCIIEKIUATA € U3BBPIICHA.

2. B ciyuaii Ha HemIamaHe Ha Majeka Ha
IBbJDKAMA Takca B CHOTBETCTBHE C
HACTOSIIUSL perjaMeHT u 0e3 na ce
HaKbPHSIBAT MIPABOMOIIIHSTA Ha
arcHIMATa 3a OTKpUBaHE Ha ChIacOHA
nporenypa Mo cwiata Ha wieH 59 ot
Permament (EMO)  Ne  2309/93,
W3ITBTHATCITHUAT TTUPEKTOP Ha
arcHIMATa MOXE Jla PEellld WU J1a He ce
MPEIOCTABAT MCKAHUTE YCIYTH, WIW Ja
NPEyCTaHOBH BCHUYKH TEYallyd YCIyTH
WIA TPOUEAypH JO IUIAIIaHETO Ha
sUIaTa IbJKMMA TaKca.

3. IlnmamaHeTro Ha TaKCUTE C€ W3BBPIIBA B
€KI0 WM B HAlMOHAaJHaTa BajlyTa Ha
€IHa OT  Jbp)KaBUTE-WIECHKH, IO
neiicTBams 0OMEHEH KypC , €KETHEBHO
onpenenssH or Kowmwmcuara. Bwnpeku
TOBa, AaJMUHUCTPAaTUBHUAT CHBET Ha



areHIMsATa MOXE J1a ONpeeNd HaYlH 32
M3YNCIIIBaHE Ha MecedeH OOMEHEH Kypc
Ha 0a3aTa Ha MPEAXOTHHTE.

Ynen 11

IIpaBuiia 3a npuiarane

[To mpemyiokeHUe Ha W3IMTBIHUTCITHHI
JUPEKTOp U Cclel  IOJIOXKHUTEIIHO
CTAHOBHIIIE Ha Komucnsra,
aI[MI/IHI/ICTpaTI/IBHI/I}IT CBBCT Ha
arcHITUATA OMpeNeNs YCIOBHUATA M pena
3a HM3IIIaIlIaHe Ha KOMIICTCHTHUTC
HallMOHAJTHU OpTraHW, HATOBAapeHH C
KOHTpOJIa Ha OOIIHOCTHHUS TMasap, Ha
4acT OT CpeAcTBaTa OT ChOpaHUTE
TOOUIITHU TaKCH.

bes nma 3acsarar pasmopenOuTe Ha
HACTOSAIIMS  perjlaMeHT Wi  Ha
Permamenr  (EMO)  Ne  2309/93,
aJIMUHUCTPATUBHUSIT ChBET Ha
arcHIMsITa MOXE Ja TpUeMe 10
OpeoKEeHHe  Ha  HM3MBJIHUTEITHUS
JTUPEKTOpP BCsKa Jpyra pasmopenoda,
KOSTO Ce OKa3Ba, ue € HeoOxoamma 3a
NPUIATaHEeTO HA HACTOSIIUS PETJIAMEHT.

B cnyuait Ha cmop 3a knacuduxamnusaTa
Ha 3asBJICHHE B €JHA OT KaTEropuuTe
TAaKCH, IPEABUIEHU B  HACTOSALIUA
PErVIAMEHT, W3IBIHUTEIHUAT JUPEKTOP
ce TMpoM3Hacs clej CTaHOBMILE Ha
KOMIIETCHTHHSI HAyY€H KOMHUTET.

Ynen 12

HN3MeHeHMe U JOITbJIHEHHE

Besiko u3MeHeHME M IONBIHEHHE Ha
HACTOALIMS pEerjaMeHT ce Ipuema oOT
CpBera, KOHTO cCe€ TIpOM3HAci ¢
KBaJTM(HUIMPAHO  MHO3WUHCTBO,  CJEJ
KOHCYJITALUsA c EBpomneiickust
napjaMeHT, 10  TpeUIOKEHHE  Ha
Komucusra.

Boemopekn  ToBa, HW3MEHEHHATa  Ha
pa3Mepa Ha TAaKCHTE, YCTAaHOBEHH C

HACTOSAIIUSL PETJIAMEHT, C€ MpueMar
CBIVIACHO TIPOLIEAypaTa, NpeABHICHA B
yied 73 ot Permamentr (EHMO) Ne
2309/93.

B cpok oOT Tpu TOIMHM, CUUTAHO OT
BIIM3aHETO B CHJIAa HA HACTOSIIUS
pernament, Komucusara 1ie mnpeiacTaBu
JIOKJIaJ, 3a HErOBOTO HM3IBJIHEHHE, CIICH
CTAHOBHUIIIE HA  aJMUHHCTPATUBHHSI
CHBET Ha arcHIMATA.

B Obmeme mpepasriexgaHeTo  Ha
TaKCHUTE Ill€ CE OCHOBaBa Ha IUIOCTHA
OIICHKa Ha pPa3XOJUTe Ha arcHIUsATA,
BKJIFOUUTEITHO pasxoaute 3a
JOKJIATYHIIH HA TbP)KaBUTE-UICHKH.

(*) OB L 147, 9.6.1975 r., ctp. 13.
I[I/IpeKTI/IBaTa, IIOCJIICAHO HN3MCHCHA C
JlupekTusa 93/39/EMO (OB L 214 , 24.
8. 1993, c1p.22).”

3) Hacrosimust wien 11 craBa unen 13.

Ynen 2

Hacrosiust pernaMeHT Biau3a B cujia OT
JeHs, cienBan] JEeHsS HAa  HEroBOTO
nyOnukyBane B Oguyuanren 6ecmHux Ha
Esponetickume obwnocmu.

Hacrosmmusr PEriIaMCHT € 3aABJLKUTCIICH B

CBOATA OAJIOCT M € HPAKO IMPUIIOKUM BHB
BCAKa ObprKaBa-4JICHKA.

CscraBeHo B bprokcen Ha 14 nexemBpu
1998 roguna.

3a Cveema

Ilpeoc
eoamei

W.
MOLTERER






