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To3m KOKYMEHT e cpecTBO 32 J0KYMEHTHpPaHe W He 00BbP3Ba MHCTUTYUHHTE

»B PEI'JIAMEHT (EO) Ne 1234/2008 HA KOMUCUSATA
ot 24 HoemBpu 2008 rogmna

OTHOCHO PAa3rJICKIAHETO Ha IPOMEHUTE B YCJIOBHATA Ha PaspelHicHUATA 3a THProBus ¢
JIEKAPCTBEHU NPOAYKTH 3a XyMaHHa yrl0Tpe6a U BETCPUHAPHU JIEKAPCTBEHU NMPOAYKTH

(Texcr ot 3HaueHue 3a ENII)

(OB L 334, 12.12.2008 r., c1p. 7)

H3mMeHeH cbC:

Od¢unmanen BeCTHHK

Ne  crtpanuma naTta

> M1 Permament (EC) Ne 712/2012 na Kommcusra ot 3 aBrycr 2012 roquaa L 209 4 4.8.2012 t.
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PEI'JIAMEHT (EO) Ne 1234/2008 HA KOMUCHSATA
ot 24 Hoemspu 2008 roguna

OTHOCHO PAa3rJIeKAAHETO HAa TMPOMEHHTe B YCJIOBHAITA Ha
paspelieHHAATa 3a TBProBHA C JIEKAPDCTBEHH MPOIYKTH 32
XyMaHHA ynorpe0a M BeTePUHAPHM JEeKAPCTBEHH NPOAYKTH

(Texer or 3HavyeHue 3a ENII)

KOMUCHSATA HA EBPOIIEMCKUTE OBII[HOCTH,
KaTo B3e mpenBun JloroBopa 3a ch3gaBaHe Ha EBpormeiickaTa 0OLIHOCT,

karo B3e mpeasun Jupexkrusa 2001/82/EO na EBpomnelickusi mapiaMeHT
u Ha CwBera oT 6 HoemBpH 2001 r. oTHOCHO Kojekca Ha OOIHOCTTA 3a
BETCPHHAPHUTE JIeKapcTBeHH NpoayktH (1), u mo-creumanHo w€wieH 39,
maparpad 1 oT Hes,

karo B3e mpenasun Jupexkrusa 2001/83/EO Ha EBponelickusi mapiaMeHT
u Ha CobBera or 6 HoemBpu 2001 r. 3a yTBBpXK/JaBaHe Ha KOIEKC Ha
OGIIHOCTTa OTHOCHO JIEKAPCTBEHHU MPOIYKTU 3a XyMaHHa yrorpeba (3),
1 To-CrienraHo wieH 35, maparpad 1 ot Hes,

karo B3e mnpenBua Permament (EO) No 726/2004 na Erpomnerickus
napiaameHT ¥ Ha CwBera ot 31 mapr 2004 1. 3a ycTaHOBsIBaHE Ha
npouenypu Ha OOIIHOCTTa 3a pa3pellaBaHe U KOHTPOJI Ha JICKAPCTBEHU
MPONYKTH 3a XyMaHHa M BeTepHHApHa ymoTpeda W 3a Ch3AaBaHe Ha
EBporeiicka areniusi mo sekapcrBarta (3), W MHO-ClieUHManHO 4WieH 16,
naparpad 4 u unen 41, maparpad 6 ot Hero,

KaTo uMa MnpeaBu, 4c:

(1) TIIpaBHata pamka Ha OOIIHOCTTA OTHOCHO W3MCHCHHUATA B
yCIIOBHATAa Ha pa3pelIieHusTa 3a THPrOBHS € YypeaeHa B
Pernament (EO) Ne 1084/2003 na Komucusita or 3 oHH
2003 r. OTHOCHO TpOy4YBaHE HA W3MEHEHHUSATA B YCJIOBHATA Ha
paspelieHusiTa 3a THPrOBUS C JISKAPCTBEHW MPOIYKTH 34
XyMaHHa yroTpeba M BETEpHHAPHH JIEKapCTBEHH IPOIYKTH,
OPEIOCTaBsIHM OT KOMIICTCHTEH OpraH Ha JbpikaBa-wieHka (4) u
B Permament (EO) Ne 1085/2003 na Komwucusita oT 3 OHHM
2003 1. OTHOCHO NpOyYBaHE Ha M3MEHEHHATAa B YCIIOBHMATA Ha
pa3pelIuTEIHUTE 32 TBHPrOBUS C JIGKAPCTBEHH TMPOAYKTH 3a
XyMaHHa yroTpeba M BETEpHHAPHH JIEKapCTBEHH MPOIYKTH,
nonazganu B ooxeara Ha Pernmament (EMO) Ne 2309/93 na CobBe-
ta (°). B cBeTnMHATA HA MPAKTHYCCKHS OIHUT OT IPHIIATAaHETO Ha
TE3W JBa pErilaMeHTa € LeNieChboOpa3Ho Ja Ce NPUCTBIH KbM
TAXHOTO TpepasriiekAaHe C IeJl yCTaHOBSBaHE Ha IO-TIPOCTa,
Mo-sICHa M TNO-T'bBKaBa INpaBHAa paMKa M ChLIEBPEMEHHO 00€3-
MeYyaBaHe Ha CBIIOTO HHMBO Ha 3alldTa Ha OOLIECTBEHOTO
3[paBe W 3IpaBeTO Ha XHUBOTHHTE.

(2)  IIpouemypure, npensunenu B pernamentu (EO) Ne 1084/2003 u
(EO) Ne 1085/2003, cnemBa ChOTBETHO Ja OBJAT KOPUTHPAHU,
6e3 na ce crura OO OTKJIOHEHHMs OT OOLIMTE NPUHLIUIN, Ha
KOWTO Ceé OCHOBaBaT Te3W mpouenypu. [lopagu cpboOpaxkeHus 3a
[IPONOPLIUOHATHOCT XOMEONATUUHUTE U TPAAULMOHHUTE OUIKOBU
JIEKapCTBEHHU TPOAYKTH, 32 KOUTO HE € M3aJCHO pa3pelieHue 3a
TBHPrOBUS U KOUTO HOAJEKAT HA MO-OIPOCTEHA PErUCTPaLIOHHA
npoLenypa, Npoab/DKaBaT Ja ObJaT W3KIIOYEHH OT MPUIIOKHOTO
ojie Ha perjameHTa.

OB L 311, 28.11.2001 r., ctp. 1.
OB L 311, 28.11.2001 r., ctp. 67.
(®) OB L 136, 30.4.2004 1., ctp. 1.
OB L 159, 27.6.2003 r., ctp. 1.
OB L 159, 27.6.2003 r., ctp. 24.
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IMpoMeHuTe B JIeKapCTBEHUTE NPOAYKTH MOraT 1a ObHAT KilacH-
(¢unupaHu B pa3MYHU KaTErOpHH B 3aBHCUMOCT OT HHUBOTO Ha
pHCcKa 3a OOILECTBEHOTO 3/]paBe MM 3[paBeTO Ha >KUBOTHUTE U
BB3JICHCTBHETO BBHPXY KauyecTBOTO, OE3BpeJHOCTTa M edHUKac-
HOCTTa Ha CBHOTBETHHWS JIeKapCTBeH mponykr. [lopagm ToBa
cienBa na ObOAT NPEeIBUICHU ONPENENICHHS 3a BCAKA OT TE3U
kateropun. C 1en Ja ce IOCTUTHE OIle IoBeYe MpeIcKa3yeMocT,
ciezBa Aa ObAaT pa3paboTeHH HACOKM OTHOCHO NapaMeTpuTe Ha
pa3IMYHUTE KaTerOpUH IPOMEHH, KOHTO 1a OBJaT pPeIOBHO
AKTyaJIu3UpaHu B CBCTJIMHATAa Ha HAYYHUSI U TCXHUYCCKHUSA
HAIpeabK, KaTo ce OTYUTA CHEHUATHO CIYYBAILOTO C€ B MEXIY-
HapojHaTa xapMoHu3amus. Ha EBporefickaTa areHIus mo jekap-
cTBara (HapuuaHa TMO-HAZONy ,,AreHIMATA) U Ha IbpPIKABUTE-
YIEHKH cJeliBa CBINO Ja ObJaT ONpeAeNieHH NPaBOMOLIMS Ja
IPaBAT MPEHOPBKU OTHOCHO KIacu(UKaIMATa Ha HENpPeABUACHU
B KaTeropuUTe MPOMEHH.

Crnenpa na Oblie yTOYHEHO, Y€ 3a OINPEAEICHH U3MEHEHUS, YHETO
MOTEHIIMAIHO BB3JCUCTBHE BBPXY KayecTBOTO, Oe3BpEIHOCTTA
Wi epUKaCHOCTTa HA JIEKAPCTBEHHUTE NPOAYKTH € Hai-BHCOKO,
ce M3MCKBA IIbJIHA Hay4Ha OLEHKA, KaKTO 3a OLIEHKaTa Ha 3asB-
JICHUSATA 32 HOBH Pa3pEIICHHUS 32 THProBHUS.

C wmen ome noseue ga Obae HaManeH oOmuAT Opoil Ha mpole-
JIypHUTE 3a IPOMEHH M [a CC MO3BOJM HA KOMIICTCHTHHUTE OpPTaHd
Jla ce KOHLICHTPUPAT BHPXY OHE3HM MPOMEHHU, KOUTO MMAT PeaiHoO
BB3JICHCTBHE BBPXY KA4yeCTBOTO, OE3BPEAHOCTTA HIIM eHUKac-
HOCTTa, 33 OMpE/EICHH HE3HAYUTEIHH IIPOMEHH CIelBa Ia Ce
BBbBE/IC CHCTEMa 3a TOMUIIHO MAOKJIAIBaHE. 3a TE3U HPOMEHH
crieBa Aa HE Ce W3KMCKBA IMPEIBAPHUTEIHO OZOOPEHHE W YyBEIO-
MsBaHE 3a TSX CJCIBAa Jla CC HAIPAaBU B CPOK JBAHAJCCET Mecela
crieq] mpHiIaraHeTo uM. JIpyrd BHAOBE HE3HAYMTEIHH MPOMEHH
obave, yMeTo He3abaBHO MOKJIAABAaHE € HEOOXOIMMO 3a IICJIUTE
Ha TOCTOSHHHS HAI30p HA CHOTBETHHS JICKAPCTBEH IMPOIYKT,
clenBa Ja He TOMIeKAaT Ha BKIIOYBAHE B CHCTEMara 3a
TOIUIIIHO JIOKJIA/[BAHE.

3a BcAka NMpOMsHA ClIeABa Ja Ce M3MCKBA IOJaBaHE Ha OTJIEIIHO
3asBieHHe. He3aBHCHMMO OT TOBa TPYNHMPAaHETO HA NPOMEHH
clle/iBa 1a ce JIOIyCKa B OIpEENIeHN CIydad C Iell criocoOCcTBaHe
Ha pas3rJeKAaHETO Ha MPOMEHUTE U HaMallsiBaHE HA aJJMHHHUCTpa-
TUBHATa TeXeCT. ['pynmupaHeTo Ha IMPOMEHHM B YCIOBHATA Ha
HSKOJIKO pa3pelieHus] 3a ThPrOBHS OT CTPaHAa Ha €AMH U ChI
TUTYJSIp Ha pa3pelieHre 3a THProBHs cjelBa Jia ce JOIMycKa
caMO JOKOJIKOTO BCHYKH CHOTBETHH Pa3peUICHUSI 32 THPrOBUS
ca 3acerHatu OT €IHa M ChIa Ipyna MPOMEHH.

C nen n3bsrBaHe Ha AyOJMpaHeTo Ha paboTara Mo OLEHKATa Ha
NPOMEHHTE B YCJIOBUSTA Ha HIKOJIKO Pa3pelieHHsi 3a ThPTOBUSI
clie[[Ba 1a CE YCTaHOBH IPOILCAypa 3a MOAeisHE Ha paborara,
OpH KOSTO €AWH OpraH, W30paH Cpel KOMIICTCHTHHTE OpraHH
Ha JbpXKABUTC-WICHKH, W ATCHIUWITA CJeJBa Ja pas3rieaat
OpOMsIHATA OT MMETO Ha ChOTBETHUTE APYTH OpPTaHu.

CnenBa na ObIaT MPENBUACHH Pa3NopealH, OTpa3sBaIld TE3U OT
JupextuBa 2001/82/EO  m  [upextmBa 2001/83/EO 1o
OTHOILIECHHE POJIATa HA KOOPAUHALMOHHUTE TPYNH, cHopMHUpaHH
chrimacHo wieH 31 ot Jlupekrusa 2001/82/EO u unen 27 or
Jupextusa 2001/83/EO, 3a akTHBH3MpaHE Ha CHTPYAHUYECTBOTO
MEXIy Ibp)KAaBHUTE-WICHKM W OCUTYpsBaHE Ha BB3MOXKHOCT 3a
YpeXIaHETO Ha HeChIJIacHs OTHOCHO OIIEHKaTa Ha OIpelesieHH
MIPOMEHH.

HacrosmusaT pernameHT ciefBa Aa YTOYHM KOra THTYJSAPAT Ha
paspelieHre 3a TBHPrOBUS KMa IIpaBO Jia MPUIOXKH JaJeHa
MPOMsIHA, ThH KaTo TOBA YTOYHEHHE € OT CHIIHOCTHO 3HAUCHHE
32 UKOHOMHYECKHUTE OIepaTopu.
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(10) Cnensa na Oblie TPEABUICH MPEXOJICH MEPHOJ C LIEN Jia Ce Ja/ie
BpEME Ha BCHUYKH 3aMHTEPECOBAHM CTPaHH, IO-CIICHUAIHO Ha
OpraHuTe Ha JbP)KABUTE-YJI€HKM M Ha OTpachlia, Ja ce
MPUCTIOCOOST KbM HOBaTa MpaBHa paMKa.

(11) Mepkure, HOpeABHICHU B HACTOSIIMS PEMNIAMEHT, Ca B CBOT-
BETCTBUE CBhC CTaHOBHUIATa Ha [IOCTOSIHHHS KOMHUTET IO JeKap-
CTBEHM TMPOAYKTH B XyMaHHara wmeaunuHa u IlocTostHHUS
KOMUTET I10 BETEPUHAPHUTE JIEKAPCTBEHHU NPOLYKTH,

IMTPUE HACTOAIIMWA PEI'JTAMEHT:

I'JTABA 1

OBLIHU PA3IIOPEJIBHU

Ynen 1

IIpenmer u obxBaT

VM1
1. C HacTosmMs pEriaMeHT Ce YCTAaHOBSBAT Pa3Nopea0H OTHOCHO
pasriexIaHeTo Ha MPOMEHHUTE B YCIOBHATA HA BCHUYKH Pa3pCIICHUS 3a
THProOBUSl C JIGKAPCTBEHH MPOAYKTH 3a XyMaHHA yHoTpeba W BeTe-
pPUHApDHH JICKAPCTBEHH MPOLYKTH, W3AaJCHH B CBOTBETCTBUE C
Pernament (EO) Ne 726/2004, upextuBa 2001/83/EO, dupektrpa

2001/82/EO u upekrusa 87/22/EMO ua Cobaera (1).

2.  HacrosmmsaT perimamMeHT He ce Npuilara 3a NPeXBBPIAHHATA Ha
paspellieHUe 3a TBProBUs OT €AMH TUTYJIp Ha paspelleHue 3a
TBHProBus (Hapu4aH IO-HAAOIYy ,,THUTYJAP™) Ha OpYT.

3. TImaBa Il ce mpumara camo 3a TNPOMEHH B YCIOBUSTA Ha
paspelieHusi 3a THProBHs, W3/AaJCHH B CHOTBETCTBUE C JIMpEKTHBA
87/22/ENO, rnaBa 4 ot [lupekruBa 2001/82/EQ wnm rnaBa 4 ot
Hupexrusa 2001/83/EO.

3a. I'nmama Ila ce mpunara camo 3a MPOMEHU B YCJIOBHSTA Ha H3LSIIO
HaIMOHATHH Pa3pelIeHus 32 ThPTOBHS.

4. TmaBa IIl ce mpmmara camMo 3a TNPOMEHHM B YCIOBUSTA Ha
paspelieHusl 3a THProBUs, H3/aJAEHU B CHOTBETCTBHE C Periament
(EO) Ne 726/2004 (HapuuaHH MO-0NY ,,IIEHTPAIN3UPAHU pPa3pPEUICHUS
3a TBProBUsA).

Ynen 2

Omnpenenenus

3a OCJIUTEC Ha HACTOAIIMA PCETJIAaMCHT CC€ IpujiaaraT CJICAHHUTC ONpPEa-
CIICHUA:

1. ,mnpoMsHa B YCJIOBUATA Ha pas3pelieHHe 3a TBProBUsA™ WIH
,,[IPOMsIHA® O3Ha4yaBa BCSIKO M3MEHEHHE Ha:

a) uHdopMausTa, mocoucHa B wieH 12, naparpad 3 — uien 14 or
Hupextusa 2001/82/EO u B mpunoxkenue I kbM Hes, B wieH 8§,
naparpap 3 — wunmen 11 or [dupektuBa 2001/83/EO u B
npuwioxenue 1 xpM Hes, B uneH 6, maparpad 2 u wied 31,
naparpad 2 ot Permament (EO) Ne 726/2004 wnu B wineH 7 oT
Pernament (EO) Ne 1394/2007,

(') OB L 15, 17.1.1987 r., crp. 38.
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0) ycloBHATa Ha PEIICHHETO, C KOETO Ce JaBa pas3pelicHHe 3a
TBPTrOBHS 3a JIEKAPCTBEH MPOMYKT 32 XyMaHHa ymoTpeba, BKIIO-
YUTETHO Ha 00OOLICHHETO HA XapaKTEPUCTUKUTE Ha MPOJYKTa U
Ha BCAKAKBH YCIOBHS, 3aJbJDKEHHS FIM OTPAHWYIEHUS, 3aCSTalin
pa3peleHneTo 3a THhProBUS, WIIM HW3MCHEHHS B ETHKETHPAHETO
WM JIMCTOBKATa B ONMAaKOBKAaTa BB BPb3Ka C U3MEHEHHUs B 0000-
[IEHMETO Ha XapaKTEPUCTUKUTE Ha IPOIYKTa;

B) YCIOBUSITa Ha pEIICHUETO, ¢ KOETO C€ JaBa pa3pelleHue 3a
THPrOBUS 33 BETEPUHAPEH JIEKAPCTBEH MNPOAYKT, BKIIOUUTEIHO
Ha OOOOLICHMETO Ha XapaKTEpPUCTUKUTE Ha NPOJIYKTa W Ha
BCSIKAKBU YCJIOBUSI, 3aJbJDKCHHSI WM OTpaHHYCHHS, 3acsraiiu
pa3pelIeHneTo 3a THhPrOBUs, WIM H3MEHEHHs B ETHKETHPAHETO
WIM JIUCTOBKATa B ONAKOBKATa;

,HE3HaunTenHa mpomsiHa oT Tun IA* o3HagaBa mnpomsiHA C
MUHHMAJTHO BB3ACUCTBHE WM 0€3 BB3/ICHCTBHE BHPXY KaueCTBOTO,
Oe3BpeHOCTTa WM €(UKACHOCTTa Ha CBHOTBETHHS JIEKapCTBEH
MPOAYKT,

,,3HauuTeNnHa npoMsHa oT Tun I o3HawaBa mpomsiHa, KOSTO HE ce
sIBsIBA pa3lIUpsiBaHE HAa 00XBaTa M KOSITO MOXKE Jla UMa ChILECTBEHO
BB3JICHCTBUE BBPXY KayeCTBOTO, 0€3BPEIHOCTTA WM €(PHUKACHOCTTA
Ha CHOTBETHUS JIEKAPCTBEH IPOJYKT;

,»paslupsBaHe Ha 00XBaTa Ha pa3pellCHUE 3a ThProBUSL WU ,,pa3-
mMpsiBaHe™ O3HayaBa MPOMsHA, MOCOYEHA B NpuioxkeHue I, kosaTo
YIOBIETBOPSIBA YCTAHOBEHUTE B CBLIOTO IPHIOXKEHHUE YCIOBUS,;

,,HE3Ha4unTenHa mpoMsHa oT Tun Ib* o3HauaBa mpomsiHa, KOATO HE €
HUTO HE3HAUMTEIHA MPOMsSHA OT TUN [A, HUTO 3HAaYMTENHA MPOMSHA
ot tun II, HUTO pasmmpsBaHe;

,»CBOTBETHATA [bP)KABA-WICHKA™ O3HAYaBa JIbPKABA-WICHKA, YHUTO
KOMIIETGHTCH OpraH € H34aj pa3pelICHHeTO 3a ThProBUs 3a
BBIIPOCHHUS JICKAPCTBEH MPOIYKT;

,,ChOTBETEH OpraH‘ 03HadaBa:

a) KOMIICTCHTHUA OpraH Ha BCiIKa CHOTBCTHA AbpiKaBa-dJICHKA,

0) B ciyyas Ha LEHTPaJIM3MPAHU pa3pellieHHUs 3a ThpProBHs, ATCH-
LHATA;

,CIIEITHA OTPAHMYUTEIIHM MEPKH 3a IIOCTHraHe Ha Oe3BpeaHOoCT
03HauyaBa BPEMEHHO HU3MECHEHME B YCIIOBHUSTA Ha Pa3pelICHUETO 3a
TBPrOBHS, OBDKAIIO C€ Ha HOBONOSBHIA ce HMHGpOpMamus, KOSTO
UMa OTHOIIEHHE KbM Oe3BpenHaTa ymnoTpeba Ha JIEeKapCTBEHHS
MPOJIYKT;

,,A3ISII0 HAIMOHAIIHO pa3pelieHne 3a THPrOBUS O3HadyaBa BCSIKO
paspelieHue 3a ThProBUs, M3/aJICHO OT IIbp)KaBa 4JIEHKAa B CBOT-
BeTCTBHE C MpaBoTo Ha Chio3a WM3BBH INPOLEAypaTa 3a B3aUMHO
NpU3HaBaHe WM JeleHTpaIu3upaHata Tpoleaypa M KOeTo He ¢
6u0 OOEKT Ha I'bJHA XapMOHM3aIUsS BCIEACTBHE Ha MPOLENypa
Ha TIperpaliaHe.
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Ynen 3

Knacudukanusa Ha npoMeHuTe

1.  3a BCMYKM MPOMEHH, KOUTO HE CE SBABAT PA3IIUPEHHs, CE Mpujara
knacuukanusaTa, npeasuacHa B npuioxenue I1.

2. TlpomsHa, KOSTO HE ce SIBSIBA PA3MIMPEHUE W YUATO KIACH(PHUKAIIUS
OCTaBa HEOINpeieNieHa Cliel MpuIaraHe Ha IpaBWiIaTa, NPEABUACHU B
HACTOSIIIUS PETJIAMEHT, KaTo Ce B3eMaT IpPEABUJ HACOKHTE, MOCOYECHU
B wieH 4, maparpad 1, ¥ KbJIETO € NMPHUJIOKHUMO, BCIKAKBU IPEIOPBKH,
JIaJIcHH B CbOTBETCTBHE C WIEH 5, MO mojpaz0upaHe ce cMsATa 3a He3Ha-
yuTenHa npomsHa ot tun Ib.

3.  Upe3 neporauusi or maparpad 2 TpoOMsiHa, KOSTO HE ce sBsiBa
pasiIMpeHrne M 4YUATO KIAacH(UKaLUs OcTaBa HEONpeneleHa Ciel
rpujaraHe Ha TNpaBWiaTa, MPEIBUACHU B HACTOALIMA pErJaMeHT, ce
CMsATa 3a 3HAYUTCIIHA IPpOMsAHA OT THUII IIs CJICAHUTEC CIIydyau:

a) 0 MCKaHe Ha TUTYJIAPS, 3asBEHO NPH II0JAaBAHETO Ha 3asBICHHUETO 32
MIPOMSIHA;

0) KOraTo KOMIIETCHTHHUAT OpraH Ha peepeHTHaTa Ibp)KaBa UICHKA,
nocoueHa B wieH 32 ot JupekruBa 2001/82/EO u unen 28 ot
JupektuBa 2001/83/EO  (mapuvana mo-fony ,,pedepeHTHaTa
JbpXKaBa WICHKa), ClieJ] KOHCYJNTAIMH C OCTaHAJIUTE CHOTBETHH
IbPKaBH WICHKH WM B CIIydas Ha IIEHTPAJIM3UPAHO Pa3perInTesTHO
32 TBProBUsi — C ATCHIMATA, WX C KOMICTEHTHHS OpPraH — B
cilydyas Ha M3LSUI0 HALMOHAJIHO Pa3pelleHHe 3a THPTOBHS, 3aKIIOUH
CJIe/T OlICHKa HAa BAJMIHOCTTA Ha YBEJOMIICHHETO B CHOTBETCTBHE C
unieH 9, maparpa¢ 1, unen 136, naparpad 1 wnum unen 15, maparpad
1 ¥ xaro oT4YMTa NMPENOPHKUTE, HAIIPABSHU 110 CHJIATAa Ha WIEH 5, 4e
npomMsHaTa MOXEC Ja HuMa CBhILICCTBCHO BL3ﬂCﬁCTBMe BBpPXY
Ka4yecTBOTO, Oe3BpPEeIHOCTTa WM e(UKACHOCTTa HA ChOTBETHHS
JICKAPCTBEH MPOIYKT.

Ynen 4

Hacokn

1. Cmeg KoHCyATamMd C [JBpPKaBUTE WICHKH W ATEHIHSITA
Komucusita m3rorBd HacokM 3a JaHHUTE Ha DPA3IUYHUTE KaTErOpUH
TMPOMEHH, 3a W3IMOJI3BaHE Ha MPOLEAypHUTe, NpeABuaeHH B TiaBu I,
ITa, III m IV oT HacTosmKsA periJaMeHT, U 3a AOKYMEHTALMATA, KOSTO
ce T0/1aBa CHIVIACHO TE3U MPOLETYPH.

2. Hacokwure, nmocoueHu B maparpad 1, ce akTyaqusupaT peiOBHO.

Ynen 5

Hpenopmm OTHOCHO HENPEABHACHH B KATEroOpuHTE IPOMEHH

1. Ilpenn monaBaHeTO Ha 3asBIICHHE 3a IPOMSHA, YUATO KIIACH-
(ukanyst He € MpeIBUJCHA B HACTOSIIUS PETJIaMEHT, THTYJSPAT MOXKE
Jla TIOMCKa Tperopbka OTHOCHO KiIacH(UKalMATa Ha MPOMSIHATA, KaKTO
clezBa:

a) oT AreHImsATa, KOraTo NpOMsHATa C€ OTHACS A0 pa3pellicHHE 3a
TBProBusi, usnaneHo cbriacHo Permament (EO) Ne 726/2004;
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6) OT KOMIICTCHTHHSA OpraH Ha CHbOTBETHATa AbpiKaBa YJICHKa, KOraTo
IIpoMsgHaTa C€ OTHACid a0 H3IAJI0 HAMOHAJIHO paspCllICHUC 3a
THhPTOBUA;

B) OT KOMIIETCHTHHUS OpraH Ha pe(bepeHTHaTa AbpKaBa YJICHKa — B
OCTaHAJIUTE ClIy4dau.

[Ipenopbkara, Mmoco4YeHa B IbpBa ajiMHEs, TPsAOBa Ja OTroBaps Ha
HAaCOKMTE, NMOCOYeHU B wieH 4, maparpad 1. Ts ce U3rorss B CpoK OT
45 nHU ciex moilyyaBaHE Ha MCKAaHETO M Ce M3Mpalla Ha TUTYJISAps, Ha
AreHnusTa ¥ Ha KOOpJMHAIIMOHHATa rpyma, MmocodeHa B wieH 31 ot
Hupektupa 2001/82/EO wunu B unen 27 ot Hupektuna 2001/83/EO.

CpoKbT OT 45 JHHU, IIOCOYEH BBB BTOPA aIMHEs, MOXe Ja Oble YABIKEH
¢ 25 nmHHU, aKO CHOTBETHHAT OPraH CMETHE TOBa 3a HEOOXOAMMO, 3a Ja
ce KOHCYJITHpa ¢ KOOpAMHAIIMOHHATA Tpyna.

la. Ilpenu pasriexxgaHeTo Ha 3asBICHHE 32 MMPOMSHA, YHAATO KIIACH-
¢ukanyss HE € TpeABUICHA B HACTOSINUS  pErjaMeHT, JajieH
KOMIIETEHTEH OpPraH WM Ja/IeHa ObpKaBa WICHKAa MOXKE J1a MOMCKA OT
KOOpJIMHALIMOHHATA Tpyna Npenopbka OTHOCHO Kiacu(pukanusaTa Ha
MIPOMSHATA.

[Ipenopbkara, mocoyeHa B MbpBa ajMHEs, TpsAOBa Ja OTroBaps Ha
HACOKHTE, TIOCOYeHU B wieH 4, maparpad 1. Ts ce M3roTBs B CpPOK OT
45 nHU ciep moylyyaBaHE Ha MCKaHETO M Ce W3Mpalla Ha TUTYJISAps, Ha
ATeHIUATa U Ha KOMIIETCHTHUTE OPraHH Ha BCHYKH IBbP)KAaBH YICHKH.

2.  AreHuusta U JBeTe KOOPAMHALMOHHU TPYNH, IIOCOYEHU B
nmaparpad 1, cM ChTpYAHHYAT C LIEJT TapaHTHpPaHE IMOCIEAOBATEIHOCTTA
Ha IpPEnopbKUTE, NAaJeHU B CbOTBETCTBUE ChC CBIIMS Haparpad, U ru
MyOJMKyBaT ClIe/ MpeMaxBaHe Ha IisuiaTa HHQOPMAIHs ¢ THPrOBCKU WIIN
MIOBEPUTETIEH XapaKTep.

Ynen 6

IIpomenn, Bomemm a0 mpepasriekgaHe Ha wuHHpopmamusita 3a
NMPOAYKTA

Korato nanena mpomsiHa BOJAM JI0 NpepasriexaaHe Ha 0000IIEHHETO Ha
XapaKTEPUCTUKUTE HA MPOJIYKTa, HA €TUKETUPAHETO MM HA JIMCTOBKATA
B OIIAKOBKAaTa, TOBA HpepasIiexJaHe ce CMsTa 3a 4acT OT [10COYEeHaTa
IpOMSHA.

Ynen 7

I'pynupane Ha mpoMeHH

1. Koraro ce yBemoMmsABa WIM C€ I10/aBa 3asBJICHUE 3a HAKOJIKO
TIPOMEHH, 3a BCSKa MCKaHAa MPOMSHA C€ I10/1aBa OTJIEJIHO YBEIOMIICHHE
wnu 3asBienue B chotBercTBue ¢ riasu 11 u Il wnm ¢ unen 19, cnopen
ciryyasi.

2.  Upe3 geporamus ot maparpad 1 ce mnpuiarat CIeIHUTE
pasmopenou:

a) KOraTo MO €IHO M CHILO BpeMe Ce€ YBEJOMsBA €IMH H ChIL CHOTBETECH
opraH 3a eaHa(u) U cbia(u) He3HAUUTeNHA(M) POMSHA(TIPOMEHHU) OT
Ul [A B ycnoBusATa Ha €IHO WM NOBEYE Pa3peIleHMs 3a THPTOBHU,
MPUTEKAaBAaH! OT €lWH U CBII THTYJIAP, BCHYKH T€3U MPOMEHH MOTaT
na Oboar oOXBaHAaTH OT €IHO YBEAOMIICHHE, KaKTO € IMOCOYEHO B
ujieH 8 wnM ujeH 14;
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6) Korato mo eIHO U CBUIO BpeMe Ce MOAaBaT 3asfBICHHUs 3a HIKOIKO
[IPOMEHU B YCJIOBHMATA HA €QHO M CBLIO pa3pelleHHE 3a ThPIOBHUI,
BCUYKH T€3U IPOMEHU MOrar Ja ObJaT OOXBaHATU B €AHO IEHCTBUE
[0 IOAaBaHE, IIPU YCJIOBHE Y€ CHOTBETHUTE IIPOMEHH IONAAaT B
€luH OT cllydauTe, u30poenu B npuioxenue III;

B) KOTaTo MO €IHO U CBIIO BPeME Ce€ MOAaBAT 3asABJICHHUs 33 HAKOIKO
IPOMEHU B YCIOBHATA HAa €IHO M CBUIO Pa3pelIeHHE 33 THProBUs H
OPOMEHUTE HE IoNagaT B HAKOM OT cioydaure, HU30pOeHH B
npwioxenue III, Bcuuku Te3n mpoMeHn Morar na 0baaT oOXBaHATH
B €IHO JCHCTBUE IO IOJABAHE, IPU YCIOBUE Y€ KOMIIETCHTHHAT
opran Ha pedepeHTHaTa Ibp)kaBa 4IEHKa CleJl KOHCYITaluH C
KOMIIETEHTHHTE OPraHd HAa CBOTBETHUTE IbP)KABH YICHKH HIH C
AreHnusiTa — B Cllydasd Ha LEHTPAIM3UPAHO Pa3PELIMTENHO 3a
TBPIoOBHUS, JaA€ CHIVIACUETO CH 3a €IHO JICHCTBME IO IOJABaHE.

JleiicTBUETO O TOJaBaHE, MOCOYEHO B OYKBH 0) M B), Ce HM3BBpIIBA
€IHOBPEMEHHO IPeJl BCUYKUA CHOTBETHU OPTaHU Ype3:

1) €IMHHO YBEJIOMJIEHHE B CHOTBETCTBHE C WieH 9 wiu unen 15 B
cllydauTe, KOraro IIOHE €IHa OT MPOMEHUTE € He3HAuYUTeIHA
npomsiHa oT T Ib, a ocTaHanuTe MPOMEHHU ca HE3HAYHTEIIHU;

il) eMUHHO 3asBIIEHUE B CHOTBeTcTBHE C wieH 10 wmm uwien 16 B
cllydauTe, KOraro IIOHE eIHa OT IPOMEHHTE € 3HAYUTEsHA
npomsiHa oT Tum Il ¥ HUTO eJHa OT MPOMEHHUTE HE € Pa3IIUPCHHE
Ha 00xBaTa;

iil) €IUHHO 3asBJICHUE B CHOTBETCTBUE C WieH 19, korato moHe eaHa oT
MPOMEHHUTE € pas3lIMpeHHe Ha oOXBara.

I'JTABA 11

INPOMEHN B PA3PEHIEHUA 3A TbPIrOBUs, H3JAJEHU B
CBOTBETCTBUE C JIMPEKTUBA 87/22/EMO, TJIABA 4 OT
JUPEKTHUBA 2001/82/EO WIH I'JIABA 4 OT JUPEKTHBA 2001/83/EO

Ynen 8

YBenomMuTeHa nMpoueaypa 3a He3HAYMTEJIHU MpoMeHH oT Tunm TA

1. Koraro ce mpaBu He3HaUMTENIHA NPOMsHA OT Tull A, TUTYymsApAT
NOAaBa €JIHOBPEMEHHO JI0 BCHYKHM CBOTBETHM OpPIaHH YBEIOMJICHHE,
CBIbBPAKALIO €IEMEHTUTE, U30poeHH B mpunoxkenue IV. YBenomneHueTo
ce 1ojiaBa B CPOK J[BaHAJECET Mecela el MPUIIaraHeTo Ha MPOMsHATA.

YBenomnenuero obaue ce HomaBa He3a0aBHO Cliell NMPUIAraHeTo Ha
npoMsiHaTa B CiIydas Ha HE3HAYUTEJIHH IPOMEHH, H3HCKBALIH
He3a0aBHO YBEIOMSBAHE 3a LIENUTE Ha MOCTOSHHUS HAA30p Ha CHOT-
BETHHS JIEKAPCTBEH IPOJYKT.

2. B 30-mgHeBeH cpok cieqn moilydyaBaHE Ha YBEAOMIICHHETO CE Tpe-

IpueMaT MEpKUTe, IpeABUAeHU B uwieH 11.

Ynen 9

YBenomMureaHa npoueaypa 3a He3HAYUTEC/JIHH MPOMEHHU OT THUII Ib

1.  TutynspsT monaBa €IHOBPEMEHHO A0 BCHYKH CHOTBETHH OpPTraHU
YBEJOMIICHHE, CBHIBPXKAIIO eIEeMEHTHTE, M30poeHn B mpuiioxenue V.
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Axo YBCAOMIICHUETO OTroBapsi Ha MW3HUCKBaHUATA, MNPCABUIACHU B
obpBaTa aJWHCA, KOMIICTCHTHHAT OpraH Ha pe(bepeHTHaTa AbpiKaBa-
WICHKA, CJICA KOHCYJTAaluU C OCTAaHAJIUTE CHbOTBECTHU AbpPiKaBU-UICHKH,
IMOTBBPKAaBa IOJIYyYaBaHCTO Ha BAJIMAHO YBECIOMIICHHC.

2. Axo B 30-gHEBeH cpok ciie]] MOTBBpPKIAABaHE IOJy4aBaHETO Ha
BAIUIHO YBEAOMIICHHE KOMIIETCHTHUST OpraH Ha pedepeHTHara
J'bp)KaBa-wiIeHKa HE HU3NpaTH Ha TUTYJIAPS OTPULATEIHO CTAHOBHILE,
YBEIOMJICHHETO C€ CMSTa 3a NPUETO OT BCHYKH CHOTBETHH OpIaHHU.

Korato yBenoMJIGHHETO € MPHETO OT KOMIICTCHTHHs OpraH Ha pede-
pEeHTHaTa abpXKaBa-4JieHKa, Ce NpeAlpHeMaT MEpKHTe, MpeJBUICHH B
e 11.

3. Koraro KOMIETEHTHUST opraH Ha pedepeHTHaTa IbpKaBa-dIeHKa
CMATa, Y€ yBEJIOMIICHHETO HEe MOXe Ja OBIe Mpuero, Toi MHbOpMHpa
TUTYJIAPS. U OCTAaHAJINTE CbOTBETHH OPraHH, KaTo M3Jiara apryMeHTHUTE,
Ha KOUTO CE€ OCHOBAaBa HETOBOTO OTPHLATEIHO CTAHOBHILIE.

B 30-gHeBen cpok crei moilydyaBaHE Ha OTPHIIATETHOTO CTAHOBUIIE
TUTYJIAPAT MOXE J1a MoJajae JO BCHUYKH CHOTBETHH OPraHH H3MEHEHO
YBEJOMJICHHE C LieJl HAIJIEKHO OTYUTAHE Ha apryMEHTHTE, U3JI0KEHU B
CTaHOBUILETO.

AKO THTYJSAPAT HE M3MEHH YBEJOMIICHHETO B CHOTBETCTBHE C BTOpATa
aJMHesl, yBEJJOMJIICHHETO C€ CMATA 32 OTXBBPJICHO OT BCHYKH CHOTBETHU
OpraHd U ce MpeArnpuemMaT MEpKUTe, NpeABUACHN B wieH 11.

4. Korato e mnojaleHO H3MEHEHO YBEJAOMIICHHE, KOMIIETECHTHHST
opran Ha pedepeHTHaTa Ibp)KaBa-uwieHKa IPaBU OICHKA HA CBHIIOTO B
30-1HEBEH CpOK clell MOJYy4YaBaHETO My M C€ IpeANpUeMaT MEpKUTeE,
npeaBuieHd B wieH 11.

5. HacrosmmsaT 4ieH He ce mpuiara, KOraro MCKaHe 3a MPOMSHA OT
tun Ib ce ornpass upe3 rpynupase, Ipu KOETO C€ BKIIOYBA IIPOMSIHA OT
tun Il u HsIMa pasmmpeHue Ha oOxBaTta. B TakuBa ciaydau ce mpuiara
Tporietypara 3a IpeiBapuTesHo ofodpenue ot wied 10.

Hacrosimusit unen He ce mpuiara, KOraTo UCKaHe 3a mpomsiHa oT tun 1b
ce OTHpaBsi ype3 rpylnHpaHe, NMpU KOETO C€ BKJIOYBA Pa3lUpEHHE Ha
obOxBara. B TakuBa ciydau ce mpuiiara mpoleaypara ot wieH 19.

Ynen 10

Hpouenypa 3a ,npeaBapuTeJIHO o0700peHHe* Ha CbLIECTBEHHU
u3MeHeHust ot tum I1

1. Turynapsar moxaBa €IHOBPEMEHHO 10 BCUUKU CHOTBETHU OPraHU
3asBJIEHHE, ChABPIKAILO €IEMEHTUTE, U30poeHH B IpuioxeHue IV.

AKO 3asBJICHHETO OTrOBapsl HAa W3MCKBaHUTA, NMPEIBUICHU B IbpBaTa
IMHEes, KOMIIETEHTHHAT OpraH Ha peepeHTHaTa IbpiKaBa-4ICHKA
MOTBBpXK/IaBa IOJy4aBaHETO Ha BAJWAHO 3asBICHHE W HH(OpMHUpa
TUTYJIAPS. U OCTAaHAJIUTE CHOTBETHU OpPraHH, 4e Ipolielypara 3aroydsa
Jla Teye OT JlaTara Ha TOBa MOTBBPIKICHHE.

2. B 60-gHeBeH cpok clie NOTBBbpXKIaBaHE Ha IOJIy4aBaHETO Ha
BAIMIHO 3asBIICHHME KOMIICTCGHTHHAT OpraH Ha pedepeHTHara
J'bp)KaBa-uwIeHKa M3rOTBsA JOKJIAJ] OLEHKAa M pEIICHHE IO 3asABIECHHUETO,
KOMTO c€ ChOOIIaBaT Ha OCTAHAINTE CHOTBETHH KOMIIETEHTHH OpTaHU.

IlpenBua coemHus XapakTep Ha BBIPOCA KOMIETCHTHUAT OpraH Ha
pedepeHTHaTa IbpKaBa WIEHKA MOXKE Ja CBKPAaTH CPOKa, MOCOYEH B
IbpBa ANMHEs, WIM Ja TOo yAbMkH 10 90 1mHH 3a IPOMEHHTE,
u30poeHn B IpHiIokKeHHe V, yacT 1, WiaM 3a TpynHUpaHeTO Ha
MIPOMEHH B CHOTBETCTBHE C wieH 7, maparpad 2, Oyksa B).
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IMocoueHuar B mbpBaTa ajauHes cpok € 90 IHU 3a NIPOMEHUTE, H30POCHU
B yacT 2 OT IpHUJIOKeHHe V.

3. B pamkure Ha cpoka, mocoueH B maparpad 2, KOMIETCHTHHAT
opran Ha pedepeHTHaTa IbP)KaBa-WICHKa MOXE Ja W3MCKA THUTYISIPAT
Ja IpeACTaBU JONBIHUTEIHA MHQPOpPMAlMs B pPaMKUTE Ha CpPOK,
ompezieNieH OT CHINUS KOMIIETEHTeH opraH. B To3m cimyudaii:

a) KOMIIETEHTHUST OpraH Ha  pedepeHTHaTa  AbprKaBa-4ICHKA
HHGOPMHpPA OCTAaHAINUTE 3aWHTEPECOBAHM KOMIETCHTHH OPTaHU 3a
TOBa, 4€ € MOHUCKaJ JONbIHUTEIHA UH(OPMAINS;

0) neiictBHeTO Ha mMpoLEypara ce MPEKpaTsBa BPEMEHHO 10 MOMEHTa,
B KOUTO ObJIc OCHUTYpEeHa JOMBbIHUTEIHATa UH(POPMALHS,

B) KOMIIETEHTHHUSAT OpraH Ha pedepeHTHaTa IbpKaBa-wICHKa MOXe Ja
YIBIKH CPOKa, ITOCOYEH B Taparpad 2.

4.  be3 npa ce 3acsara pasmnopenoutre Ha wieH 13 u B 30-gHEBEeH CpoK
clie]l TIOJy4aBaHETO Ha PEICHHETO M Ha JOKJIaJja OLIEHKAa, MOCOYCHH B
naparpad 2, CbOTBETHHTE OpPTaHH IPH3HABAT PEIICHUETO U CHOTBETHO
“HQOPMHpAT KOMIIETCHTHUSI OpTaH Ha pedepeHTHaTa IbpiKaBa-wieHKa.

AKO B paMKHUTE Ha CpPOKa, [I0COYEH B IbpBATa alMHes, HIKOW ChOTBETEH
OpraH He M3pa3H HeCchIJIacHe B ChOTBETCTBHE C WieH 13, pelieHuero ce
CMSTa 3a MPU3HATO OT TO3U CHOTBETEH OPTraH.

5. Koraro pemieHuero, mocodeHo B maparpad) 2, € NPU3HATO OT
BCUYKH CBHOTBETHM OpraHu chIjJlacHO mnaparpad 4, ce mnpenmpuemar
MEpKHUTe, IpeaBUACHA B WwieH 11.

6.  HacTosmusar 4ieH He ce Mpuiara, Koraro MCKaHe 3a MPOMSHA OT
tun Il ce oTnpaps upes rpymupaHe, MpU KOSTO Ce BKIKOYBA PAa3LINPEHUE
Ha oOxBara. B TakuBa cimydam ce mpwiara mpouenypara oT wieH 19.

Ynen 11

Mepku 3a NPUKJIKYBaHe HA NpoLeAYpPHTe 0T 4ieHoBe 8—10

1. Ilpm mo3oBaBaHEe HAa HACTOAIIMSA WIEH KOMIIETEHTHUSAT OpPraH Ha
pedepeHTHaTa AbpXKABa-4JICHKA MpENNpUeMa CIEIHUTE MEPKH:

a) nHGOpMHpa THUTYISIpA M OCTaHAINTE CHOTBETHM OpraHd 3a
MPUEMAHETO WJIM OTXBBPJISHETO Ha MPOMSHATA;

6

=

IPU OTXBBPISIHE HA IMPOMsHATa WH(GOPMHpPA THTYJSIPS U OCTaHAJIMTE
CBHOTBETHU OpPTraHU 3a apryMEHTHTE 3a OTXBBPJISHETO;

B) MHpOpPMHpA THTYISIpA M OCTAaHAIUTE CHOTBETHH OpraHU Jaid
OpoMsiHATa Hajara HM3MEHEHHUs B pPELIEHUETO, C KOETO Ce JaBa
paspelieHue 3a ThProOBHSI.

2. Ilpum mo3oBaBaHe Ha HACTOSIIMS 4WIEH BCEKH CHOTBETEH OpraH
U3MEHsI, KOraTo € HeoOXOJMMO W B CpPOKa, YCTAaHOBEH B WieH 23,
naparpag 1, pemeHuero, ¢ KOETo ce JaBa pa3pelieHue 3a ThProBHs B
CHOTBETCTBHE C IpHETaTa MPOMSHA.

Ynen 12

IIpoTuBOrpUMNHN BAKCHHM 32 XyMaHHa ynorpeda

1. Upe3s pneporamms ot wieH 10 mnponenypara, mpeaBuueHa B
naparpagu 2—5, ce mpuiara 3a pasMVIeKIAHETO Ha IPOMEHH,
OTHACSIIM C€ J0 W3MEHEHHs B AKTHBHOTO BELIECTBO 3a LIENUTE Ha
€XEerogHaTa akTyajlu3alusd Ha NPOTUBOIPHUIIHUTE BAKCHMHH 3a XyMaHHa
yrnoTpeoa.
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2. TI/lTyJ'alHT rnogaBa €IHOBPEMCHHO 0 BCHYKHU CHOTBCTHU OpraHU
3a4BJICHUE, CBABPKAIIO CICMEHTUTE, I/136pOCHI/I B IIPHUIIOKCHUC I\A

AKO 3asiBJIGHHMETO OTroBapsi Ha W3MCKBAaHUATA, NPEIBUICHU B I'bpBaTa
QIMHEesl, KOMIIETEHTHHAT OpraH Ha pedepeHTHaTa AbpiKaBa-4JICHKA
MOTBBPKAaBa MONYyYaBaHETO HA BAJIHMIHO 3asBICHHE W HH(MOPMHUpA
TUTYJISIpSI U OCTaHAJUTE CHOTBETHU OpraHM, Y€ MpolenypaTa 3arnodsa
OT JlaTaTa Ha TOBA IOTBBPXKIEHUE.

3. KowmnereHTHHAT opraH Ha pedepeHTHaTa Abp)KaBa WICHKA IIPaBU
OllCHKa Ha MOAAaAeHOTO 3asBieHne. Korato ToBa ce cumra 3a HEoO-
XOJIVMO, KOMIICTCHTHHST OpraH Ha pedepeHTHaTa Ibp)KaBa WICHKA
MOX€ J]a IIOUCKA JONBIHUTEIHU AAHHU OT THUTYJIAPS, 33 Ja 3aBbPIIN
OLIEHKAaTa CH.

4.  KOMIETeHTHHST OpraH W3rOTBSl pElICHHE U JOKJIaJ] OLIEHKA B CPOK
45 gHM OT MOJy4YaBaHETO Ha BAIMIHO 3asBIICHHE.

CpoxbsT OT 45 1HU, TOCOUEH B IIbpBa aJMHES, CIUPa BPEMEHHO Ja Tede
OT MOMEHTa, B KOHTO OBJAT IOMCKAHW JOIBJIHUTEIHUTE JaHHH,
nocoueHu B maparpad 3, A0 TAXHOTO NMpeAcTaBsHE.

5. B cpok or 12 aHu cien HosyyaBaHETO Ha PEIICHUETO U AOKIaza
OLICHKa Ha KOMIIETEHTHHS OpraH Ha pedepeHTHaTa Ibp)KaBa WICHKA
CBHOTBETHUTE OpPraHU IIPUEMAT B CBOTBETCTBUE C TIX pELIEHUE U
uH(OpPMUpPAT 32 HETO KOMIIETEHTHHUS OpraH Ha pedepeHTHaTa AbpiKaBa
WIEHKA U TUTYJAPSL.

Ynen 13

KoopannanuoHHa rpyna u apouTpak

1. Koraro mpu3HaBaHeTO Ha pelleHHe B ChOTBETCTBHE C wieH 10,
naparpad 4 wnnM ogoOpsiBAaHETO HAa CTAHOBHIIE B CHOTBETCTBHUE C 4JICH
20, maparpad 8, OykBa 0) HE ¢ BB3MOXKHO TMOpaJUd apPTyMEHTH,
CBBbp3aHH, TPU JICKAPCTBEHUTE MNPOJYKTH 3a XyMaHHa ymoTpeba, ¢
MOTEHIMAJICH CEPHO3EH PHUCK 3a OOIIECTBCHOTO 31paBe, WM, B CIlydas
Ha JICKApCTBEHU NPOJYKTH 32 BETEPUHAPHA YIOTpeOda — C MOTEHIHAaIeH
CEPUO3CH PUCK 3a 3[JpaBETO HA YOBEKA WIIM 3a 3/IpaBETO HA JKUBOTHUTE,
WIH C PUCK 3a OKOJIHATA CPeJia, BCEKH €IMH ChOTBETEH OpPraH HM3HMCKBa
BBIIPOCHT, MO KOWTO HE € IOCTUTHATO ChIJlacHe, He3a0aBHO Ja ce
OTHECE JI0 KOOPJIUHAIMOHHATA TpyIa.

CTpaHaTa, KOATO H3pa3gBa HECbITIACHUC, IIPEAOCTaBA HOHp06H0
H3JI0OKCHUEC Ha MOTHUBHUTE 3a CBOsATa IIO3UIIMA Ha BCHUYKHA 3aWHTCpPEC-
COBAHU ABbPKABU-UYJICHKH U Ha 3asABUTCIIA.

2. Ilo otHomenue Ha mocoueHus B naparpad 1 BBIpoOC, 0 KOHTO HE
€ MOCTUTHATO ChIVIACHE, ce Mpuiarat wieH 33, maparpadu 3, 4 u 5 or
HupextuBa 2001/82/EO wmu unen 29, maparpagpu 3, 4 m 5 or
Hupextusa 2001/83/EO.

T'JIABA III
U3MEHEHUS B HEHTPAJIM3UPAHU PA3SPEUHIEHUS 3A THhPIOBUS

Ynen 14

YBenomurenHa mpoiueaypa 3a He3HAUYMTEJHU MpoMenu ot tul IA

1.  Koraro ce npaBu He3HauuTeNHA NpoMsHA OT TUN [A, TUTYISpST
mojgaBa [0 ATCHIMATa YBEJIOMJICHHE, CHIbPXKANIO EIEMEHTHTE,
n30bpoeHn B mnpuioxkenue V. VYBeIOMIIGHHETO ce ToJaBa B CpPOK
JBaHAJIECET Mecena Clie/l MPUIAraHeTO Ha IPOMSHATA.
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YBenomneHnueTo obauye ce MojaBa He3a0aBHO ciel M3BBPLIBAHETO Ha
[poMsiHaTa B Clydas Ha HE3HAYMTENHH IPOMEHH, HW3MCKBALIN
He3a0aBHO YBEIOMJICHHE INPEABHUJ MOCTOSHHUS HAJI30p HAa CHOTBETHHS
JI€KapCTBEH MPOJYKT.

2. B 30-mgHeBeH cpok cieqn moilydyaBaHE Ha YBEAOMIICHHETO CE TIpe-
npremMar MEpKHTe, MpeIBHJICHH B WieH 17.

Ynen 15

YBenoMurenHa npoueaypa 3a He3HAYWTeJIHH npomenu ot tum Ib

1. Turtynsapsar mnomaBa 10 ATEHIUSTA YBEAOMIICHHE, CBHIBPXKAIIO0
eJIeMEeHTUTe, N30poeHn B mpuioxkeHue 1V.

Axo YBEAOMJICHUETO OTTOBapss Ha H3MCKBaHHATA, IIOCOYCHU B II'bpBaTa
AJITNHCA, AreHnmsITa TMOTBBPXKAABA IIOJIyYaBaHCTO HAa BaJIMIHO YBEIOM-
JICHUC.

2. Axo B 30-mHeBeH CpoOK ciell HOTBBPXKJaBaHE IOIy4aBaHETO Ha
BaIUJHO YyBEJOMIIEHHE ATreHLIMATa HE H3IPAaTH Ha TUTYJSIPA OTpH-
LATEeJTHO CTaHOBHILE, CE CMATA, Y€ CTAHOBHUILETO M € IOJIOKUTEIIHO.

B cnywaure, Koraro CTaHOBHMIIETO Ha ATEHIMATA € IOJOXHTEIHO, Ce
MpeanpueMaT MEpKUTe, MpeaBUACHN B wieH 17.

3.  Ako AreHuusATa CMsTa, 4Ye YBEIOMJICHHETO HE MOXe Jaa Oble
NpUeTo, TS WHPOPMUpA THUTYJSApSA, Karo IOCOYBA apryMEHTUTE, Ha
KOMTO CE OCHOBaBa OTPHUIIATEIIHOTO ¥ CTAHOBHIIIC.

B 30-gHeBen cpok cies moilydyaBaHE Ha OTPHIIATETHOTO CTAHOBUIIE
TUTYJIAPAT MOXE Ja mojane A0 AreHuusTa U3MEHEHO YBEJOMIICHHE C
e7 HAJIEKHO OTYMTAHE Ha apryMEHTUTE, M3JI0)KEHH B CTaHOBHIETO.

Axo TUTYJIAPAT HE HU3MCHHU YBCIAOMIICHHETO B CBOTBETCTBHUE C BTOpa
AJIMHCSA, YBEAOMIICHHUCTO CE€ CHHUTA 3a OTXBBPJICHO.

4. Korato e mogaseHo M3MEHEHO YBeJOMJIEHHE, AreHIMsATa INpaBU
OllcHKa Ha ChIIOTO B 30-IHEBEH CPOK CIeJ MONYYaBaHETO My H Ce
IpefnpueMaT MepKUTe, IOCOYeHH B ujeH 17.

5. HacroaummsT 4ieH He ce mpuiara, Koraro MCKaHe 3a MPOMSHa OT
tun Ib ce oTmpaBs upes rpynupaHe, Mpu KOETO Ce BKIIFOYBA MPOMSHA OT
tun 11 u He ce chappka pasmupeHue Ha oOxBata. B TakuBa ciydau ce
npujiara mpoleaypaTta 3a MpeaBapuTeaHo og00peHue oT uieH 16.

Hacrosimusit wien He ce mpuiara, KOraTo UCKaHe 3a mpomsiHa oT tum [b
ce OTHpaBsi ype3 IpylHpaHe, IPU KOETO C€ ChIbpiKa pa3llUpeHHe Ha
obOxBara. B TakuBa ciydau ce mpuiiara mpoueaypara ot wieH 19.

Ynen 16

[pouenypa 3a ,mpeaBapuTeJHO o0J00peHHe* Ha CbIIECTBEHHU
npomenu ot tum II

1. Turynsapatr mnomaBa A0 AreHIMATa 3asABIEHHUE, CbIbPIKALIO
eJIEMEHTUTE, N30pOoeHU B TpuiiokeHue [V.

AKO 3asBICHHETO OTTroBapsd Ha H3HUCKBAHUATA, IMOCOYCHHU B IIbpBaTa
aJIMHECA, AFCHLlI/IHTa MOTBBpXKJAaBa II0JYy4aBaHCTO Ha BaJIMJHO 3asB-
JICHHUC.
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2. AreHIMsATa TMpeNCTaBs CTAHOBUIIE 110 BaJIMIHOTO 3asBIICHUE,
mocoueHo B maparpad 1, B 60-IHEBEH CPOK Clie]] HErOBOTO TOJIydaBaHe.

[Ipensun cnemnus xapakTep Ha BbIpoca ATEHUUATa MOXKE J1a CbKpaTu
CpOKa, TOCOYEH B IIbpBa AlMHEs, WIM Aa ro yIekd g0 90 muu 3a
MPOMEHUTE, U30POCHH B MPUIOKEHUE V, YacT 1, WK 3a rpymupaHeTo
Ha MPOMEHHU B CHOTBETCTBHE C wieH 7, maparpad 2, OykBa B).

IMocoueHnuar B mbpBara anmHes mepuon € 90 OHH 3a TPOMEHHUTE,
MIOCOYEHH B 4YacT 2 OT MpPUJIOKEHHE V.

3. B pamkuTe Ha cpoka, mocoveH B maparpad 2, AreHmusra Moxe 1a
H3UCKa OT TUTYJApPA Aa NPEeAOoCTaBU JOIBJIHUTEIHA I/IH(i)OpMaL[l/lﬂ B
paMKWTE Ha CpPOK, OINpenelieH OT AreHmusaTa. J[edcTBHMETO Ha mpole-
aypata ce IMpeKparsBa BpPEMEHHO J0 MOMEHTa, B KOHTO Obje
OCHUTypeHa AONBIHHUTENHATA WHPOpMalus. B To3u ciaydyaid AreHuusra
MOXeE J1a YIBIDKH CPOKa, MOCOYEH B maparpad 2.

4.  3a CTAaHOBWIIETO MO BaJMAHOTO 3asBICHHE C€ MpHiarat wieH 9,
naparpadu 1 u 2 unu unen 34, maparpagu 1 u 2 or Pernament (EO)
Ne 726/2004.

B 15-gHeBeH CpOK OT NMpPHEMAaHETO Ha OKOHYATEJIHOTO CTAHOBHIIE IO
BAIMJHOTO 3asBIICHHE C€ NpeAlNpHeMaT MEpPKUTE, NpPEABHICHU B
e 17.

5.  HacTosumuar 4ieH He ce Ipuiara, KOraTo MCKaHe 3a IPOMsSHA OT
tr I ce oTnpaBs upes rpymupaHe, MpH KOETO ce ChABbPKA Pa3lInpeHUe
Ha oOxBara. B TakuBa cimydau ce mpuiara npouexypara oT wieH 19.

Ynen 17

Mepku 3a NPUKJIKOYBAHE HA NpoLeAYpHTe OT 4ieHoBe 14—16

1. HpI/I I030BaBaHC Ha HACTOAIIHA YYICH AFCHHI/IﬂTa npearnpuemMa
CJICAHUTEC MEPKU:

a) mHpOPMHUpa THTYJSAPS 32 pe3yiraTa OT OIEHKATa,

6) mpu OTXBBpJISHE Ha IpoMsHaTa HHGOPMUpA THUTYJAps 3a apry-
MEHTHUTE 38 OTXBBPILIHETO;

B) KOIaTO Pe3yJITaThT OT OLIEHKATA € MOJIOKUTENICH U IPOMSIHATA 3acsra
ycioBusita Ha pemeHunero Ha Komwmcusara, ¢ KOeTo ce jaBa
paspelieHue 3a ThpProBusi, AreHnusara wusnpama Ha Komwmcusra
CTAaHOBHUIICTO CHA M APryMCHTUTE 3a HETO, KAKTO U PEBU3BUPAHUTE
BepCUH HAa MOKYMEHTHTE, IIOCOYEHH, CIOpel Ciydas, B wWieH 9,
naparpag 4 wimm wieH 34, maparpad 4 ot Permament (EO)
Ne 726/2004.

2. B cmywante, nocouenu B naparpad 1, 6yksa B), Komucusra, kato
B3eMa INPEABHUJ CTAHOBHIIETO Ha ATEHIMATA M B CPOKa, NMPEIBHICH B
unied 23, maparpad la, u3MeHs, KOrato € HEOOXOAUMO, PELIeHHETO, C
KOETO Ce JlaBa pa3pelleHe 3a ThProBUs. PerncTbpbT Ha JIeKapCTBEHHUTE
nponyktd Ha OOWIHOCTTa, MpeABUAeH B wieH 13, maparpad 1 u wieH
38, maparpad 1 ot Permament (EO) Ne 726/2004, ce axryamusupa
CBOTBETHO.
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Ynen 18

IIpoTHBOrPHIIHE BaKCHHHU 32 XyMaHHa ynoTpefa

M1
1. Upe3 neporanus oT wieH 16 mpouexypara, NpeIBHICHA B
naparpagu 2—6, ce mpuiara 3a pasMIeKIAHETO Ha IMPOMEHH,
OTHACAIM CE O HM3MCHEHHS B aKTUBHOTO BEIIECTBO 3a IICJIUTE Ha
€XEerogHaTa akTyajlu3alusd Ha NPOTUBOIPHUIIHUTE BAKCUHH 3a XyMaHHa

yroTpeoa.

2. Turynsapatr mnomaBa 10 AreHIMATa 3asBICHHE, CHIbPXKALIO
eJIEeMEHTUTE, N30pOeHU B TpuiiokeHue [V.

AKO 3asBIICHMETO OTroBapsi Ha W3HCKBAaHUATA, IOCOYEHH B I'bpBaTa
anuHes, ATCHLUSATa TOTBBPXKAAaBa IOJly4YaBAaHETO Ha  BaJHJIHO
3asBIeHHEe W WHGOPMHUpA THTYJSIpsS, de TMpoIeAypara 3amo4Ba oOT
Jarata Ha MOTBBPIKICHUETO.

3. AreHiuaTa OIleHsSBa NOAAaJAcHOTO 3asBieHune. Korato ToBa ce
CYMTA 3a HEOOXOJMMO, ATEHIMATa MOXKE Ja IIOMCKa JONBIHUTEIHU
JTaHHH, 32 J1a 3aBBPLIN OIEHKaTa CH.

4. B cpok 55 mHU OT moy4YaBaHE Ha BAIHMIHO 3asiBICHUE ATEHIUSITA
npuema craHoBuiie. CTaHOBHUILETO Ha ATEHIMATA MO 3asBJICHHETO Ce
n3mpama Ha 3asBuTeNs. Koraro CTaHOBHIIETO Ha ATEHIHMATAa € TOJIO-
JKUTEIHO, ATeHuusATa u3npama u Ha Komucusta CTaHOBUIIETO CH H
apryMEHTHUTE 3a HEro, KaKTO M PEBU3UPAHUTE BEPCHUM HAa JTOKYMEHTHTE,
moco4yeHu B wieH 9, maparpad 4 ot Permament (EO) Ne 726/2004.

5. CpoxbT or 55 aHH, mocodeH B maparpad 4, cupa BpeMEHHO Iia
Te4e OT MOMEHTA, B KOMTO OBAAT MOMCKAHU IOIBIHHUTEIHHUTE IaHHH,
nocoueHu B maparpad 3, 10 TAXHOTO MpeICTaBsIHE.

6. Karo uma npenBua IOJOXKHUTENIHOTO CTAaHOBUILE HAa ATEHLMATA,
Komucusra u3MeHs, KOrato € HeOOXOIMMO, PEeIIeHHETO, C KOeTO ce
JaBa paspelleHHe 3a TBProBUS. PerucTbpbT Ha JIEKAPCTBEHUTE
npoayktd Ha OOmHOCTTa, mpeaBuaeH B wieH 13, maparpagp 1 or
Pernament (EO) Ne 726/2004, ce akTyanus3upa ChOTBETHO.

I'IABA IV

PA3NIET 1

Cneyuannu npouedypu

Ynen 19

Pasmnpeﬂne Ha pa3pelieHusitTa 3a TbProBusi

1. 3asBneHusATa 3a pa3lIMpPEHHE HAa Pa3pEIICHUATa 3a THProBUS ce
OLIEHABAT B CHOTBETCTBUE ChC ChIIATA MPOLEAYpa KaTo Ta3u 3a I'bPBO-
Ha4aJHOTO pa3pelleHHE 32 THProOBHs, 32 KOETO CE€ OTHACHT.

2. 3a pa3mmMpeHHeTo ce U3/1aBa WU pa3peleHne 3a ThProBus B ChOT-
BETCTBHE CBC ChIaTa MpOLEAypa KaTo Ta3H 3a ITbPBOHAYATHOTO
paspelleHue 3a ThProBUs, 3a KOETO TO C€ OTHACS, WM Pa3IIUPEHUETO
ce BKJIIOYBA B CHIIOTO pa3pelIieHHe 3a THProBuUsl.
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Ynen 20

IIpouenypa 3a moxensine Ha pagoraTa

1. Upes nmeporanus ot uwieH 7, naparpad 1 u unenose 9, 10, 15 u 16,
B CIlyyaWTe KOTaTO HECBIIECTBeHa mHpoMmsHa oT Tumn b, chiiecTBeHa
npoMsiHa oT Tun Il wiM Tpyma MOpoOMEHH B CIIydauTe MO WieH 7,
naparpad 2, OykBa 0), KOATO HE ChIbpXKa Pa3LIMPEHHs, CE OTHACS IO
HSIKOJIKO pa3pelieHus] 3a THProBUsl, NPHUTSKABaHH OT €AWH W CHUIH
TUTYJSIP, TUTYJSIPAT Ha pa3pelieHUsTa MOKE Ja CieiBa MpoIeaypaTa,
mocoueHa B maparpadu 3—9 OT HACTOSIIMS YJICH.

2. 3a uenute Ha maparpadpu 3—9 ,pedepeHter opraH“ o3HauaBa
€IIHO OT CJICIHHTE:

a) AreHnusATa B CllydauTe, KOraro IIOHE €JHO OT pa3pelleHHsATa 3a
TBHPrOBHUS, TIOCOUCHU B maparpad 1, e HEeHTpanu3upaHo paspelieHue
3a THProBUS;

0) B OCTaHalIWTE CiIy4al — KOMIIETEHTHUS OpraH Ha CBhOTBETHA
IbpKaBa-wieHKa, W30paH OT KOOpAMHALMOHHATAa TIpyla, KaTro ce
B3€Ma IPEBHUJ MPENOpPbKaTa OT TUTYIAP.

3. Turynapsar momaBa A0 BCHYKH CHOTBETHH OpPTaHH 3asBIICHUE,
CBIBpPXKALIO €IEeMEHTUTe, U30poeHH B mpuiaoxeHue IV, xaTo mocousa
npenopbYaHus pedepeHTeH Opras.

AKO 3asBJIEHHETO OTroBaps Ha M3HMCKBAaHUITA, YCTAaHOBEHM B I'bpBaTa
aNuHes, KOOpAWHAIMOHHATa rpyna u3bupa pedepeHTeH opraH U TO3U
pedepeHTeH OpraH NOTBbPXK/aBa MMOJYyYaBaHETO Ha BAIUIHO 3asBIICHHUE.

Koraro wu30paHusAT pedepeHTeH OpraH € KOMIICTEHTHHAT OpraH Ha
IbpXKaBa-wICHKA, KOMTO HE € H3Jal paspemieHHus 3a THProBHA 3a
BCHUKH JIEKAPCTBEHU MPOJYKTH, 32 KOUTO Ca OTHACS 3asBJICHUETO, KOOP-
JOVHAIMOHHATa Tpyla MO)XKe Ja IOHCKa IPYr CBHOTBETEH OpraH [a
NOJNOMOrHe pedepeHTHUs] OpraH IpU OLIEHKAaTa Ha TOBA 3asBJICHHE.

4.  PedepeHTHHAT OpraH IPENCTaBsl CTAHOBUILE MO BAJTHIHOTO 3asiB-
JieHWe, MOCo4YeHO B maparpad 3, B paMKHWTe HAa €OWH OT CICOHUTE
CPOKOBE:

a) cpok oT 60 &mHU cieq MOTBBPXKAAaBaHE MOMYyYaBAHETO HA BAIHIHO
3asiBJICHHE, B Cllydas Ha HE3HAUMUTENHHM NMpoMeHu oT Tun Ib wumm
3HAYUTENHN MpoMeHu oT Tut [

6) cpok or 90 AHU clelx MOTBBP)KAABAaHE IOJyYaBAHETO HAa BAaJHMIHO
3asBJICHWE B Cilyyass Ha INPOMEHH, W30pOCHHM B MpPUIOXKEHHEe V,
qact 2.

5. PedepeHTHHAT OpraH MoXe Ja CKbCH CPOKa, IOCOYEH B maparpad
4, OykBa a), MpeABU/I CIICIITHUS XapaKTep Ha BHIPOCA WM JIa TO YABIDKA
10 90 nHM 3a mpoMeHHTe, U30POCHHU B NpHiokeHue V, yact 1.

6. B pamkute Ha cpoka, mocodeH B maparpad 4, pedepeHTHUSAT
OpraH MOXe Ja H3HCKa OT THUTYNSps Ja NpPelOCTaBH IONBIHHTEIHA
nH(OpPMaUs B paMKUTE Ha CPOK, OMpeneleH OT pe)epeHTHHAT OpraH.
B To3m ciyuaii:

a) pedepeHTHUAT opraH MH(POPMHpA OCTAHAIMTE ChOTBETHH OpPraHU 3a
TOBa, Y€ € WU3UCKAI JONMBIHUTEIHA HHPOPMAIIHS;

6) nelicTBHETO Ha HpoLExypara ce MpPeKpaTsBa BPEMEHHO JO MOMEHTA,
B KOWTO ObJie OCUI'ypeHa NONbIHUTENHATa MH(OpMAIs;

B) pedepeHTHHUAT OpraH MOXeE J1a YIBJDKH CPOKa, MIOCOYEH B maparpad
4, OykBa a).
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7. Koraro pedepenreH opraH € AreHuMsATa, 32 CTAHOBHIIETO IO
BAIHO 3asBICHHE, MOCOUCHO B maparpad 4, ce mpumaraT wieH 9,
naparpapu 1, 2 u 3 u unen 34, maparpagpu 1, 2 u 3 or Permamenr
(EO) Ne 726/2004.

Koraro craHoBHINETO MO BaJIMIHO 3aSBJICHHE € MOJOKHUTEIHO:

a) B 30-IHEBEH CPOK cjeJ MOoTyJYaBaHe Ha OKOHYATEIIHOTO CTAHOBHINE H
o mpeioxkenne Ha Areniusara KoMucusaTa u3MeHs, Korato ¢ HeoO-
XOIMMO, CBHOTBETHHUTE LEHTPAIU3UPAHU PELICHUs] 3a THProBUS H
aKTyaJH3upa ChOTBETHO Perucrbpa Ha JIEKAPCTBEHUTE MPOMYKTH Ha
OO6mHocTTa, TpeABHAeH B wieH 13, maparpad 1 u unen 38,
naparpad 1 or Pernmament (EO) Ne 726/2004;

6) B 30-gHEBEH CpOK ciie MOJy4aBaHE HAa OKOHYATEIHOTO CTAHOBUINE
Ha ATCHLUSATA ChOTBETHUTE JbPIKABU-YICHKH OJ00pSIBAT TOBA OKOH-
YaTeJIHO CTaHOBHIIE, MHGOOPMHUpAT ATCHIHMATA 32 TOBA M H3MCHSIT,
KOTaTo € He0OXO0AMMO, ChOTBETHHUTE Pa3pelIeHHs 3a ThbProBHs, OCBEH
B ciy4auTe, korato B 30-IHEBEH CPOK OT MOJy4YaBaHE Ha OKOHYa-
TEJIHOTO CTaHOBUILE € WHHIMUpaHa Mpoleaypa Ha MNpenpariaHe B
choTBeTcTBUE ¢ WwieH 35 ot Jupekrusa 2001/82/EO wmm unen 31
ot [upexrusa 2001/83/EO.

8. Koraro pedepeHTeH opran ¢ KOMIETEHTHHAT OpPraH Ha IbpKaBa-
YJICHKA!

a) TOH usnpaima CTaHOBUIICTO CHU 110 BaJUAHOTO 3asABJICHUC Ha
TUTYJIAPA U Ha BCHYKHW CHOTBCTHH OpPraHH,

0) O6e3 ma ce 3acsrar pazmopendute Ha wieH 13 u B 30-THEBEH CpOK
cJlefl TOJly4aBaHe Ha CTAHOBHMIIETO ChOTBETHUTE OpraHu OmoOpsBaT
TOBa CTaHOBHINE, HHHOPMHUPAT peepeHTHHS OpPraH U U3MEHAT CHOT-
BETHHUTE pa3pelleHHs 3a ThPTOBHUS.

9. Ilpu mouckBaHe OT pedepeHTHUS OpPraH CHOTBETHUTE IbPKaBU-
9IEHKH MpeJocTaBAT HWH(OpPMamus BBB BpBb3Ka C pas3pelIeHusATa 3a
TBProBUsi, KOUTO NIPOMSHATA 3acdAra, ¢ L] NPOBEpKa Ha BaMJHOCTTA
Ha 3asABJICHHETO M M3TOTBSHE HA CTAHOBHWINE IO BATUAHOTO 3asBICHHUE.

Ynen 21

IlanaeMu4yHa cuTyauusi OT IPUI NPH 4Y0BeKa

1. Upes meporamus ot rnasu I, II, [la u Il B cnyvait Ha manmemMudaHa
CUTyallMs OT TPHUIl NPH YOBEKa, HA/UIeKHO mpu3Harta oT CBeToBHarTa
31paBHa opraHuzauus win oT Cblo3a B paMKuTe Ha Pemenue
2119/98/EO nua Espomeiickust mapiament u Ha CoBera (1), ChOTBETHHTE
OpraHy WJIM — B ClIy4das Ha HCHTPAJIU3UPAHU PA3PCUICHUSA 3a ThbProBUs
— Komucusita Morar mo uU3KIIOYEHHE W BPEMEHHO Ja IpHeMar
MPOMsIHA B YCJIOBUSITA Ha pa3pellieHHe 3a ThProBHs 3a MPOTHBOTPHITHA
BaKCHHA 32 XyMaHHa ynoTpeOa IpH JIUIcaTa Ha HIKOM HEKJIMHUYHH HIIH
KJIMHUYHU JTaHHU.

2. B cnyuaute, Korato ce mpuema IpoMsiHa cbIylacHO maparpad 1,
TUTYJISPAT NPEACTABs JHUIICBALIMTE HEKIMHUYHM W KIMHUYHU JAHHHM B
pPaMKUTE Ha CPOK, ONpeleieH OT ChbOTBETHUSI OPraH.

(') OB L 268, 3.10.1998 r., ctp. 1.
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Ynen 22

CnemHu OIPAHHYMTEC/IHU MEPKHM 3a IOCTUIaHE Ha 6e33pe)1H0cT

vMmi
1.  Koraro — B ciy4aii Ha pHUCK 3a OOIIECTBEHOTO 3ApaBe NPHU JIeKap-
CTBEHHTE NPOAYKTH 32 XyMaHHA YymoTpeba WIM B ClIydail Ha pHCK 3a
3IpaBeTO HAa 4YOBEKa WIJIM 32 3[PAaBETO HA JKHUBOTHUTE, WM PHCK 32
OKOJIHATA Cpela MPH BETCPHHAPHHUTE JICKAPCTBEHW MPOAYKTH —
TUTYJLSIPAT MPEANpUeMe CIEIIHN OrPaHMYUTENHH MEPKU 32 IOCTUTaHe
Ha OE3BPEIHOCT 10 CBOSI MHUIMATHBA, TOW BeAHAra MH(GpOPMUpPA BCHUKH
CHOTBETHH OpraHH, a B CIydas Ha LEHTPAIM3UPAHO paspelleHHe 3a
THProBusi — AreHIusITA.

AKO B CpoK OT 24 wyaca ciesl mojiyyaBaHe Ha Ta3u HMH(oOpMaius ChOT-
BETHHAT OpraH, a B CIly4as Ha I[ICHTPAJM3UPAHH pa3pelicHus 3a
TBhProBUsi — AFCHL[I/IﬂTa, HC TNOBAUT'HE BB3PAKCHUS, CIICIIHUTE OrpaHUu-
YUTEIHH MEPKH 33 MOCTHUraHe Ha OE3BPEIHOCT CE CYMTAT 3a IIPHETH.

2. B cnyuait Ha pUCK 3a OOIIECTBEHOTO 37paBe MPH JEKAPCTBEHUTE
MPOAYKTH 32 XyMaHHa yrnoTpeda Wi, IpH JIEKApCTBEHUTE MPOIYKTH 32
BeTepUHapHa ymoTpeda, B Clydail Ha PHCK 3a 3IpaBETO HA YOBEKa WU
3a 3/paBeTO Ha JKMBOTHHUTE, WIM PHCK 32 OKOJIHATa Cpela ChbOTBETHUTE
OpraHu, a B Cilydas Ha LIEHTPAJIM3UPAaHU Pa3peUICHUs 3a ThProBUS —
Komucusra, Morar ja HaloXaT Ha TUTYJSPS CIEIIHH OTPAHHIUTEIHH
MEPKH 3a IOCTUTaHe Ha OE3BPEIHOCT.

3. B caydute, KOrato CHelIHM OIpaHMYHMTEIHH MEPKH 3a IOCTUTaHE
Ha OE3BpPEeNHOCT ce MpenanpueMar OT THUTYJSpS WM C€ HAJIOXaT OT
ChOTBETEH OpraH wiu oT KomucusTa, TUTYISPAT MOJaBa ChOTBETHOTO
3asBJICHHE 32 MPOMsHA B 15-HEBEH CPOK ciell Ha4aJoTO Ha OrpaHUYH-
TEJIHUTE MEPKH.

PA3JIEJI 2

Hzmenenusn na peuwienuemo, ¢ Koemo ce oasa paspeuienue 3a
mwpeoeusn, U npuiazane

Ynen 23

H3meHennsi Ha pellIeHHETO, C KOeTO ce /JaBa paspellieHHe 32
ThProBust

1. V3MeHeHHETO B PpEIICHHETO, C KOETO CE JaBa pa3pellieHHe 3a
TBPrOBUS M KOETO BB3HHKBA KAaTO CIEACTBUE OT NPOLEIAYPUTE, ycCTa-
HoBena B riasu Il u III, ce BHacs:

a) B CPOK TpHAECET JHU CIe] IoTydaBaHe Ha WH(pOpPMANUATa, II0COICHA
B wieH 11, maparpad 1, Oyksa B) u uneH 17, maparpad 1, Oyksa B),
KOTaTo ChOTBETHATA MPOMSHA BOAM A0 yABIDKaBaHE C IIECT Mecera
Ha Ccpoka, mocodeH B wieH 13, maparpadu 1 um 2 or Permament
(EMO) Ne 1768/92 na CeoBera (!), B CHOTBETCTBHE C WieH 36 OT
Permament (EO) Ne 1901/2006;

6) B cpok ABa Mecelia cies MojydaBaHe Ha HH(POPMAIHATA, TOCOUCHA B
uieH 11, maparpad 1, Oykea B) u unen 17, maparpad 1, Oyksa B), B
cllydasi Ha 3HQUUTENHH MPOMEHU OT THI I 1 He3HAYMTETHH MPOMEHH
ot Tun IA, KOUTO HE U3KMCKBAT HEe3aDaBHO yBEJIOMsIBAaHE 3a LEIUTE Ha
MOCTOSIHHUSI HAJ[30p HA CHOTBETHHS JIEKAPCTBEH IPOIYKT;

B) B CpOK 6 Mecela ciieq IoJy4aBaHC Ha I/IH(l)OpMaHI/IHTa, IIoCco4YcHa B

uned 11, maparpad 1, OykBa B) u uneH 17, naparpad 1, Oyksa B), B
OCTaHAIUTE CIIyYaH.

(') OB L 182, 2.7.1992 r., ctp. 1.
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la. U3meHeHusiTa Ha pELICHHETO, C KOETO C€ JaBa pa3pellieHHe 3a
TBPrOBHUS, KOUTO BB3HUKBAT KaToO CIIEACTBHE OT IpPOLENypUTe, ycTa-
HoBeHU B riasa III, ce mpassr:

a) B CpPOK OT JBa Mecella CieA IOJydaBaHe Ha HH(POPMAIUATA,
nocoueHa B wieH 17, maparpa¢ 1, OykBa B), 3a CIIEJIHUTE NPOMEHHU:

1) NIpOMCHH, CBBpP3aHU C )1063,B$[H€TO Ha HOBO TEPANCBTUIHO
IIOKa3aHue€ HJIA C MO,HI/I(bI/IKaHI/IH Ha CBbIIECTBYBAIO,

il) IPOMEHH, CBBP3aHU C JOOABSHETO Ha HOBO IPOTHUBOIIOKA3aHHME;
iil) IPOMeHH, CBBP3aHU C MPOMSHA B JAO3UPOBKATA;

iv) OpOMEHH, CBBP3aHU C JI0OABSHETO HA IEJIEBU BUIOBE, HEIPEA-
Ha3HAYCHH 3a MPOU3BOJACTBO HAa XPaHA, WM C MOAM(HKAIUATA
Ha CBIIECTBYBAlll BHJ 3a BETCPUHAPHUTE JIEKAPCTBEHU
IPOJYKTH;

V) NpOMEHH, OTHACSIIM C€ 10 3aMsHaTta WM [J00aBsSHETO Ha
CepOTHI, I[aM, AHTUTCH WM KOMOWMHAIMS OT CEPOTHUIIOBE,
[[aMOBE WJIM aHTUI'€HU 3a BETEpPHHApHA BaKCHHA;

vi) MpOMEHH, CBBP3aHH C M3MEHEHUs B AaKTUBHOTO BEIIECTBO HA
CE30HHa, NpeANaHAeMHYHa WIM MaHAEMUYHa MPOTHBOTPHITHA
BaKCHHA 32 XyMaHHa yrnoTpeoda;

vil) mpoMeHH, CBBP3aHU C U3MEHEHUs B KapeHTHHS IEPUOJ Ha BETe-
pPHUHApEH JIEKAPCTBEH MPOIYKT;

viii) mpyru mpomenu ot Tun I, mpeaHa3HaYeHHM 3a MpUIATAaHE Ha
U3MCHEHHSI B PEIICHHUETO, C KOSTO Ce JaBa paspelIeHHE 3a
THPrOBUS, MOpPAAN 3HAYUTENICH MpOOJeM, CBBbp3aH ¢ OOIIeCT-
BEHOTO 3/IpaBe WM 3APAaBETO HA >KUBOTHUTE, WM C OKOJNHATA
cpena, B Clydas Ha BETCPHHAPHH JICKAPCTBEHU IPOIYKTH;

0) B CpOK OT JBaHaJeCceT Mecela Ciel MoNTy4YaBaHe Ha MH(OpMAaIHATa,
nmocoueHa B wieH 17, maparpad 1, OykBa B), B OCTAHAJIUTE CITydaH.

IIpomenute, mocoueHu B OyKBa a), MOATOYKA Viii), C€ OMpPEACIAT OT
ATeHIHsATa, KaTo TS MPEACTaBSI U apryMEHHTE 3a TOBA.

2. B ciyuanre, KOraTo pemeHHETO, ¢ KOETO Ce JaBa pa3pelieHHe 3a
TBPrOBUS, C€ U3MEHSA KaTO CJIEJCTBHE OT IMPOLEIypUTE, YCTAaHOBEHH B
rmau II, 1II u IV, cpoTBeTHHAT OpraH wid, B Ciay4as Ha IEHTpald-
3UpaHM paspelieHus 3a TbproBus — Kommucusra, ysemomsiBa 0e3
3a0aBsHe TUTYJSIPS 32 U3MEHEHOTO pEIlCHHUE.

Ynen 23a

B TexHMYECKOTO IOCWe Ha pa3pelIeHHeTO 3a THPTOBUS C€ BKIFOUYBA
npenBuieHoTo B wieH 28, mnaparpag 3 ot Permamenr (EO)
Ne 1901/2006 craHOBHINE, MOCOYBAIIO CHOTBETCTBHE C MPUETHS IUIAH
3a MEJNaTPUYHO H3CIIE/BAHE.

CBOTBETHHAT OpPraH MPENOCTaBs Ha TUTYIAPS NOTBBPXKIEHHUE, Y€ CTAHO-
BUIIIETO € BKJIOYEHO B TEXHHYECKOTO Jlocue, B Cpok oT 30 mHU cuen
MIPUKIIIOYBAHETO Ha CHOTBETHATA OIICHKA.

Ynen 24
IIpniaarane Ha NMpoMeHHTE
1.  Hes3nauuTenHute mpoMeHu oT THn IA morar na ce mpuiaraT BbB

BCCKU €IUH MOMCHT Hpeﬂl/l HpI/IKH}O‘IBaHC Ha npoueﬂprTe, yCTaHOBeHI/I
B wieHoBe 8, 13a u 14.
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Korato yBemOMIICHHE OTHOCHO €[HAa WM HSAKOJIKO HE3HAYUTEIHH
npoMeHH OT THO IA OBJe OTXBBPICHO, THUTYJSPAT IPEyCTAHOBSBA
MPUJIaraHeTo Ha ChOTBETHATa(UTe) MpoMsiHa(eHH) He3a0aBHO Clie MoJTy-
yaBaHe Ha WHpoOpManuATa, mocoucHa B wieH 11, maparpad 1, Oyksa a),
uaneH 1371, Oykea a) m wieH 17, maparpad 1, Oyksa a).

2. Hesnaumrenmnute mpomenu ot Tun Ib morar na ce mpumarat camo
B CIIEIHUTE CIy4Yau:

a) 3a MPOMEHH, MOJAICHH B CHOTBETCTBUE C MPOLEIYPHUTE, YCTAHOBEHH
B rmaBa II, crmem Kato KOMIIETCHTHHST OpraH Ha pedepeHTHaTa
JIbpXKaBa WieHKa HHGOPMHpPA THTYILSIPS, Y€ € IPHeNl YBEIOMICHHETO
CBITIACHO WICH 9, WM CJIE KaTo YBEIOMJICHHETO OBl CUETEHO 3a
MPUETO ChIJIACHO WieH 9, maparpad 2;

0) 3a MPOMEHH, MOJAJICHA B CHOTBETCTBUE C MPOILCAYPUTE, YCTAHOBEHU
B raBa lla, cien kato chOTBETHHAT OpraH MHGOOPMHUpPA TUTYIAPS, Ue
¢ TpHel YBEIOMICHHETO CBIVIACHO wieH 130, wim cien karo
YBEIOMJICHHETO OBJIc CUETEHO 3a TNPHUETO ChIVIACHO wieH 130,
naparpad 2;

B) 3a MPOMEHH, MOJAJICHH B CHOTBETCTBUE C MPOICAYPHUTE, YCTAHOBCHU
B rnasa III, cien karo AreHuusta UHGOpPMHUpPA TUTYJISAPS, Y€ CTaHO-
BHUIIETO M, MOCOYECHO B WICH 15, € IOJOXHMTEIHO, MIIM CJIe] KaTo
TOBA CTAHOBHMIIE OBJIE CYETEHO 3a IMOJIOKMTEIHO CBHITIACHO WieH 15,

naparpad 2;

r) 3a IPOMEHHM, NOAANCHH B ChOTBETCTBUE C IIPOLEAYpaTa, YCTaHOBEHA
B wieH 20, cien KaTo pedepeHTHUST opraH MH(GOpMHpa THTYIPS,
4e CTAHOBHINETO MY € MOJIOXKUTENHO.

3. 3naumtennu npomeHu oT Tum Il morar ga ce mpmiarar camo B
CIISITHUTE CITy4au:

a) 3a NPOMEHH, MOJAJICH! B CHOTBETCTBHE C NMPOLEAYPUTE, YCTAHOBEHH
B mmasa II, 30 mHM ciex KaTto KOMIIETEHTHHAT OpraH Ha pede-
pPEeHTHaTa IbpXaBa 4WIEHKAa MHPOpMHpa TUTYISApS, 4Ye € MpHel
poMsHATa ChINIACHO WieH 10, mpy ycIoBHe 4e JOKYMEHTHTE, HeoO-
XOIUMU 33 W3MECHEHMETO Ha pas3pelliCHUEeTO 3a TbPrOBUA, Ca
U3IPAaTeHU Ha ChOTBETHUTE IbpkaBU wieHkU. Koraro e maneH xon
Ha apOUTpa’kHa IpolLeAypa B CbOTBETCTBUE C WiIeH 13, TUTYIAPAT He
mpwiara IOpoMsHaTa, J[JOKaTo B pPaMKUTE Ha apOuUTpaskHaTa
MpoIieypa He ce CTUTHE 10 3aKJIF0YEHUETO, Ye TIPOMSHATa € MPUETa;

0) 3a MpOMEHH, MOJAJICH! B CHOTBETCTBHE C NMPOLEAYPUTE, YCTAHOBEHH
B riaBa Ila, ciex kaTo KOMIIETEHTHUST OpraH HH(POPMHUpa TUTYISAPS,
ye € MpHUesl IpoMsiHaTa ChIVIACHO wWwieH 13B;

B) 3a MPOMEHH, IOJIa/ICHH B CHOTBETCTBUE C MPOLELYPHUTE, YCTAHOBEHU
B rnasa III, cien karo AreHuusta UHPOPMHUpPA TUTYJISIPS, Y€ CTaHO-
BUILETO M, MOCOYEHO B WieH 16, € TOJOKHUTENHO, OCBEH aKo
MpoMsiHaTa HE € NpPOMsHA, Ioco4YeHa B wieH 23, maparpad la,
OykBa a).

IIpomenute, nmocoueHu B wieH 23, maparpad la, OykBa a), morar na
ce mpwiarat camo cien Karo Komucusita M3MEHH DEIICHHETO, C
KOETO C€ JlaBa paspelleHHE 3a ThbPrOBUA, U YBEIOMM THUTYJIAPS 3a
TOBA.

r) 3a NPOMEHH, MOAAJCHH B ChOTBETCTBHE C MPOLEAypaTa, YCTAHOBEHA
B wieH 20, 30 muHu cien karo pedepeHTHUAT OpraH HHPOpPMHUpa
TUTYJISIPSl, Y€ CTAHOBUIIETO MY € IOJOXKHUTEIHO, IPU YCIOBHE Ye
JOKyMEHTUTE, HEOOXOIUMH 32 HM3MEHEHHETO Ha pPa3pelIeHHeTo 3a
THPrOBUS, Ca M3IPATEHH HAa CHOTBETHHUTE IbP)KABU WICHKH, OCBEH
B CIIy4auTe, KOraTo € JaJeH X0 Ha apOuTpakHa MpoLeaypa B ChOT-
BeTCTBHE C WieH 13 wmim mponenypara ce OTHAacs J0 IPOMsHA B
LEHTPAJIN3UPAHO pa3pelIeHre 3a THProBHs, MOCOYeHa B ujeH 23,
naparpad la, Oyksa a).
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Koraro e nmajmeH xox Ha apOMTpakHa HPOILEAypa B CHOTBETCTBHE C
gneH 13 wim Korato mpomexypara 3a monelsiHe Ha paborara ce
OTHACs 10 MPOMSIHA B ICHTPATM3HPAHO pa3pellieHHue 3a ThProBUS,
mocoueHa B wieH 23, maparpad la, OykBa a), TUTYJSpAT HE
mpuiiara MpoMsHarta, JOKato B paMKHTE Ha apOUTpakHaTa
nporeaypa He ce CTHIHE [0 3aKII0YCHHEeTO, 4Ye MNpoMsHaTa ¢
OpHeTa, WIH J0KATO pemieHneTo Ha Komucusita 3a W3MEHEHHE Ha
PCIICHUETO, ¢ KOETO Ce JaBa paspelieHHe 3a THProBus, He ObIe
TPHETO.

4.  Pa3mmpeHue MoXe Ja ce Mpuiara camo ciel KaTo ChOTBETHHUST
Opran WId — B CIy4as Ha pasIUpeHUs] Ha [EHTPaIU3UPAHO
paspernieHue 3a Tbpropus — KOMHCHATa U3MEHH PELICHUETO, C KOETO
ce J1aBa pa3pelleHue 3a THPrOBHS, U YBEIOMH CHOTBETHO THUTYILIPAL.

5. CoeurHuTe OrpaHHYHUTENIHA MEPKHU 32 IOCTUTaHe HA Oe3BPETHOCT U
[IPOMEHUTE, CBBP3aHU C BBIPOCH Ha O€3BPEJHOCTTA, ce IpuiIaraT B
CPOKOBE, JIOTOBOPEHM MEXIy THUTYJIsApd M CBHOTBETHUS OpraH, a B
cilydass Ha LEHTPAJM3HpPaHU pa3pelIeHUs 3a ThProBUS — ATEHIUATA.

‘-Ipe3 Acporanus OT IIbpBa aJIMHEA CIICIIHUTC OTPAHUYMTCIIHM MCPKHU 3a
MOCTHTaHe Ha OE3BpEeJHOCT M TPOMEHHUTE, CBBP3aHH C BBIPOCH Ha
0e3BpeHOCTTa, KOMTO C€ OTHACAT JO0 pa3peuieHusi 3a THProBus,
naneHu B choTBeTcTBHE ¢ miaBa 4 ot [dupektuBa 2001/82/EO wnm
rnaBa 4 or Hupexrua 2001/83/EO, ce mpunaratr B CpOKOBe, AOro-
BOPEHH MEXIY THUTYISApS W KOMIIETEHTHHS OpraH Ha pedepeHTHaTa
JIbp)KaBa YJICHKA B KOHCYNTAIMS C OCTAHAJIUTE ChOTBETHH OpTaHH.

TJIABA V

3AKVIIOYUTEJIHU PA3IIOPEJIBHU

Ynen 25
HenpexncHato cieneHe

ITpu nckaHe OT CHOTBETEH OpraH THUTYJLPSAT NMpenocTaBs Oe3 3abaBsiHe
BCsiKakBa MH(pOpPMALKs, CBbp3aHa C IPUJIAraHeToO Ha JaJieHa MPOMsHA.

Ynen 26

Ilpepasriie:xxnane

B cpok nBe rommHM OT mgaTara, mocodeHa B wWieH 28, BTOpa aJHHes,
ciyxbure Ha Komucusra mnpaBsAT OLEHKAa Ha IPWIAraHeTo Ha
HACTOSIIIUS PETJIAMEHT 10 OTHOIICHHE KIIAaCH(UKALUATA Ha TPOMEHHUTE
C Orjie[l M3TOTBSHE HA TPEJIOKEHHUS 3a HEOOXOIMMH W3MEHEHUS 3a
agantupane Ha mpuiaoxkenus I, II m V ¢ men orumrtane Ha HaydHO-
TEXHUYECKHUS TPOTpec.

Ynen 27

OTMsiHA ¥ TIPEXOAHH pa3mopendoun

1.  Pernmamentu (EO) Ne 1084/2003 u (EO) Ne 1085/2003 ce oT™MeHsIT.

Ilo3oBaBaHMsITA HAa OTMCHCHHUTE perilaMeHTH C€ TBIKYBAT KaTO I1030-
BaBaHMA Ha HACTOALIUA PETIIAMCHT.

2. Upes peporamus ot naparpad 1 permamentu (EO) Ne 1084/2003 u
(EO) No 1085/2003 mponmbikaBaT Ja ce TpHIaraT 3a BalWJIHUTE
YBEAOMJICHUA WJIKM 3asBJICHUSA 3a MNPOMCEHHU, KOUTO Ca BHUCAIIN KbM
JaTata, MmocodeHa B WieH 28, BTOpa aluHes.
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Ynen 28
Bimszane B cuia
HacrosmusT perinaMeHT BiU3a B CHJIAa Ha JIBAJICCETHS JICH el ITyOJIH-
KyBaHeTo My B Oguyuanen eecmuux Ha Eeponetickusi cvio3.
Toit ce mpumara ot 1 sHyapu 2010 T.

UYpes meporanmuss OT BTOpaTa alHMHEs] NPENOPBKUTE OTHOCHO HENpen-
BUJICHH B KaTerOpUUTE NPOMEHHU, YPEAEHHM B WieH 5, Morar jaa Obaar
W3UCKBAHYU, IIPENOCTAaBIHM W MyONMKYBaHH CUYHTAaHO OT Jarata Ha
BIIM3aHE B CHUJIA, [IOCOYEHA B IbpBATa aJMHEs.

Hacrosusr PErilaMEHT € 3abJIKUTCIICH B CBOsATA LAJIOCT U CC ITpUjiara
IIPSAKO BBB BCHUYKHU ABPKABU-YIICHKH.
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IIPUJIO)KEHUE 1

Pa3nmpemm Ha pa3penieHusl 3a TbProBusi

1. V3MeHeHHs IO OTHOLIEHHE Ha aKTHBHOTO(UTE) BELIECTBO(A):

a) 3aMsiHA Ha XMMHYECKH aKTHBHO BEIECTBO C PA3NIHMYCH KOMILUICKC/ICPUBAT,
BKJIFOYBAILL COJI/€CTEp, ChC ChIATa TEPAlleBTHYHA YacT, IPH KOETO Xapak-
TEPUCTUKUTE Ha e(pHKaCHOCTTa/0e3BpeIHOCTTA HE C€  pa3inyaBar
CBILECTBEHO;

0

=

3aMsiHa C pasjIM4eH U30MEP, pasjiniHa CMEC OT U30MEPH, 3aMsHa Ha CMEC C
H30JIMpaH HU30MEpP (Har[p. Ha panemar ¢ €AUHUYCH CHaHTI/IOMCp), pu
KO€TO XapaKTCPUCTHUKUTE Ha Cq)CKTI/IBHOCTTa/6€3BpCI[HOCTTa HE C¢€
pasjin4aBaT CbUIECTBEHO,

B) 3aMsiHa Ha OHOJOTMYECKH aKTHBHO BEIIECTBO C TAKOBA, KOCTO UMa MAJKO
MO-pa3inyHa MOJICKYJISIPHA CTPYKTYpa, NMPH KOETO XapaKTEePHCTHKUTE Ha
e(eKTUBHOCTTa/0€3BPEJHOCTTA HE CE pa3iiyaBaT ChHIIECTBEHO, C
M3KJIIOUCHHE Ha:

— M3MEHEHHs B aKTHMBHOTO BEILECTBO Ha CE30HHA, MPEANAHJeMUYHA WIIN
NaHJAEMHYHA MIPOTUBOTPHUITHA BaKCHHA 32 XyMaHHa ynoTpeOa,

— 3aMsaHa U L[OGaBHHC Ha CEpoTHull, 11aM, aHTUI'CH HJIA KOM6I/IHaI_[PI$I oT
CCPOTHUITIOBE, IAMOBE WM AHTHUI'CHU NPU BETCPUHAPHUTE BaKCHUHU
cpemy I/IH(bJ'IySHHa 10 OTUOUTE, IIaIl WJIN CUH €3HK,

— 3aMsHa Ha 1AM 3a BeTEepHHApPHA BAKCHHA CpeIly KOHCKa MHQIyeHIa;

T

~

NpoMsiHA Ha BEKTOpA, M3MOJI3BAH 3a NPOU3BOACTBOTO HA AHTHIE€HA WIIU
U3XOJHHUS MaTepuall, BKIIOYMTEIHO HOBA OCHOBHA KJIETbUHa OaHKa OT
JpYT M3TOUHHMK, IIPU KOETO XapaKTEePUCTUKHUTE Ha e(heKTUBHOCTTa/Oe3Bpe]-
HOCTTa HE C€ pa3IM4aBaT ChLIECTBEHO;

1) HOB JIMT@H]| WJIK CBBP3BAll MEXaHU3bM 32 Paano(hapMaLeBTHK, TP KOUTO
XapaKTepUCTHKUTE Ha e(eKTHBHOCTTa/0e3BpeIHOCTTa HE CE pa3yinyaBatr
CBIIECTBEHO;

¢) M3MCHCHHE B PAa3TBOPUTENS HAa GKCTPAKTa WIH B CHOTHOLICHHETO MEXIY
OUIIKOBHUS MPOIYKT U OHIIKOBHS JICKAPCTBCH IIPErapar, MpH KOETO Xapak-
TEPUCTUKUTE Ha e(PUKACHOCTTA/Oe3BPEHOCTTa HE C€  pa3jinyaBaT
CBIIIECTBEHO.

2. H3MmeHeHWs B KOHIGHTpanuATa, (apMaleBTHYHaTa (opMa M HA4YMHA Ha
npHeMaHe:

a) M3MEHCHHE B OMOJIOTHYHATA TPHUTOAHOCT;

0) u3MeHeHue BbB (hapMaKOKMHETHKATa, HAIPHUMEP IPOMSIHA B CKOPOCTTAa Ha
0CcBOOOK/JaBaHE;

B) M3MEHEHHE WK JI00aBsSHE HAa HOBA KOHIICHTPALUS/TIOTEHIIHS,
r) M3MEHCHHE WK J00aBsHEe Ha HOBa (hapMmareBTHYHA (opma;
1) TIpOMsiHA WK 100aBsiHe Ha HOB HaumH Ha mpuemane (1).

3. Jlpyrn u3MEHeHHs, KOMTO ca cHeUHM(UYHU 32 BETEPUHAPHHUTE JICKAPCTBEHHU
MPOIYKTH, KOMTO C€ IpuUeMaT OT >KMBOTHM 3a IIOJlydyaBaHE Ha XpaHa.
ITpomsna unn noOaBsiHE HA LIEJIEBH BUJOBE.

(Y) TIpn mapenTepanHo NMpHEMaHe € HEOOXOAMMO J@ Ce NpPaBM PA3INKa MEKIY BBTPELIHO

apTepuaHO, MHTPABEHO3HO, BBTPEIIHO MYCKYJIHO, MOAKOXKHO U Apyrd Hauuuu. IIpu
npuIaraHe BbPXy NTHIM PECHHUPATOPHUAT, MEPOPATHUAT M OYHUAT MbT (HeOynm3arms)
3a BaKCUHHPAHE C€ CMATAT 3a CKBUBAJICHTHUM HAYMHH HA MPHEMAHE.
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IIPUJIOJKEHUE 11

Knacnpuxanus na npomenunre

1. CrnemHuTe HpOMEHH ce KIacH(DUUUpAT KATO HE3HAYUTEIHU IIPOMEHH OT
Trn IA:

a) MPOMEHHU OT YHCTO aJMHHHCTPAaTHBEH XapakKTep, CBbP3aHH ChC CAMOIHMY-
HOCTTa M JIaHHUTE 3a KOHTAaKT ChC:

— TUTYJApA,

— HIPOU3BOAUTEIIST MM JOCTaBYMKa Ha BCEKM U3XOJACH MaTepuall,
PCaKTHUB, MEXKJIUHHO BCIICCTBO, AKTUBHO BCIICCTBO, W3IIOJI3BAHU B
nporneca Ha NPOU3BOACTBO HMJIM B T'OTOBUS ITPOAYKT,

0) mpoMeHH, CBBP3aHU ChC 3aJMYaBAHETO HAa BCEKH IPOM3BOJACTBEH OOCKT, B
TOBa YHUCIO 3a AaKTHUBHO BEIIECTBO, MEXIWHEH WIH KpaeH NpPOIYKT,
OMAaKOBBUEH OOEKT, MPOW3BOJWTEN, OTFOBOPEH 3a IMYCKaHETO Ha
napTuan, 00eKT, B KOWTO Ce OCHIIECTBSIBA KOHTPOJIBT HA MAPTH/IHTE,

B

=~

NPOMEHH, CBbP3aHU C HE3HAUYUTEHH U3MEHEHHUs B 000pEHa METOJ0JIOTUS
Ha (M3MKOXMMUYHO M3IMTBAHE, NPU KOMTO 33 aKTyaJH3MpaHaTa METO-
JIOJIOTUSL € JI0Ka3aHO, Y€ € Hal-MaJKOTO EKBHBAJEHTHA Ha INpPEIHIIHATA
METOJIONIOTUsl Ha W3MMTBAaHE, MPOBEACHU Ca ChOTBETHUTE YTBBPAUTEIHU
MPOYYBaHUSA M PE3yITaTHTE MOKAa3BaT, ye aKTyalU3HpaHaTa METOJO0JOTHUs
Ha M3IUTBaHE € Hail-MaJKOTO CKBMBAJCHTHA Ha IPEAMILIHATA,

I') IPOMEHH, CBbP3aHH C BbBEXNAHETO Ha U3MEHEHHus B creunudukanuure Ha
AKTUBHOTO BEIIECTBO MJIM HA EKCLUIIMEHT C LIeJI ChOTBETCTBUE C AKTya-
nM3alus Ha IpuiIokuMara MoHorpadust ot EBpomneiickara dapmakones
WM OT HalWOHAJlHaTa (apMakoness Ha JbpKaBa-wICHKA, KaTo H3Me-
HEHUETO CE MNpaBM M3KIIOUMTENHO C LeJ ChOTBETCTBUE C (papMaKonesaTa
U crneuuduKanuuTe 3a Clenu(pUUHUTE CBOICTBa Ha INPOJYKTa OCTaBaT
HEIIPOMEHEHH;

I

=

IIPOMEHH, CBBbP3aHNU C U3MEHCHHA B OIIAKOBBYCH MaTepual, KOWTO HE € B
KOHTAKT C TIOTOBHA IIPOAYKT MW KOHUTO IIPOMEHHU HE C€ OTpa3siBaT Ha
J0oCTaBKaTa, yHOTpe6aTa, 6€3Bpe[[HOCTTa WK CTabMIIHOCTTa Ha JICKap-
CTBCHUA TPOOYKT,

€) NPOMEHHM, CBBP3aHHU C BHBEXKIAHETO Ha MO-CTPOTH TPAHULM Ha creruu-
KaluuTe, KaTO U3MEHEHUETO HE € CIEACTBHE OT aHTaKMMEHT OT MpEeUIIHa
OLIEHKA J]a Ce MpepasryiefaT TIpaHULUTe Ha CleUu(pUKAUUUTe U He €
pe3yaTar OT HACTBIBAHETO HAa HENpPEABHICHH CHOUTHS 1O BpeMe Ha
MIPOU3BOJICTBOTO.

2. CJ'ICZ[HI/ITG IIpOMEHU Cce Knacmbnunpa‘r KaTO 3HAYUTCIIHUTE IIPOMEHU OT

Tun 1I:

a) IIPpOMEHH, CBBbpP3aHU C IIO6aB}IHeTO Ha HOBO TE€PAI€EBTUYHO IOKa3aHUC WUIIHA
Moun(bm(aunsn‘a Ha CBbLICCTBYBAIIO,

0

=~

[IPOMEHH, CBBP3aHU CHC 3HAYUTEIHH MOAMGHKALMK B 00OOLICHHETO Ha
XapaKTePUCTHKHUTE Ha MPOIYKTa, MO-CIICHHAHO MOPaIi HOBU KadeCTBEHH,
NPEAKITHHIYHY, KJINHAYHA KOHCTATAMH WM KOHCTATAIMH OT (hapMaKo-
JIOTHYHATa OJUTEIHOCT;

B) NPOMEHHM, CBBP3aHU C U3MEHEHUS M3BBH 00XBaTa Ha ONOOpEHHTE CHelH-
(uKaMy, TPaHUL WIM KPUTEPUU 3a IPUEMAHE;

F) IIpOMEHH, CBBP3aHU CbC 3HAYUTCIHU HU3MEHCEHUS B I[POU3BOACTBEHUS
npouec, penenrypara, cneun@mxaunm‘e Wi BUOa IIpUMECH Ha
AKTUBHOTO BCLICCTBO HJIM Ha TOTOBUS JICKAPCTBEH IMPOAYKT, KOUTO
Morar ga HMMaTr 3HAYUTCIHO B’LS,HefICTBHe BBpXY KadeCTBOTO, 663Bpe[[—
HOCTTa HUIIH e(i)I/IKaCHOCTTa Ha JICKapCTBCHUS IPOAYKT;

1) IPOMEHH, CBBP3aHU C MOAMGHKAIMH B TNPOU3BOACTBEHHUS IPOLEC HIU
MPOU3BOJICTBEHUTE OOSKTH HA aKTHBHOTO BEIIECTBO 32 OMOJIOTHYHH JIeKap-
CTBEHH NPOAYKTH;
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e) IIpOMEHH, CBBpP3aHU C BBBCKIAAHETO Ha MPOCKTEH AUAla30H WA
pasIMpeHueTo Ha OIIO6pCH TIPOCKTCH AuaIria3oH, IIPU KOCTO MNPOCKTHUAT
JAuarasoH € pa3pa60TeH B CHOTBETCTBUC C IPUIOKUMUTE eBpOHeﬁCKI/I u
MCEXKIAYHAapOOHN HAayYHHU HaCOKH;

K) IPOMEHH, OTHACSILH C€ 10 U3MEHEHHE BbB WM J00aBsHE HA LICJIEBH BUJ,
HeTpeHa3HaYeH 3a MPOM3BOJICTBO Ha XpaHa;

3) IIpOMEHH, OTHACAIIU C€ N0 3aMsHa WU IIO6aB51HC Ha CepoTHuIl, Iam,
AHTUI'CH HJIA KOMGI/IHaI_IHH OT CEPOTHUIIOBE, NIAMOBE WJIM aHTUI'CHU 3a BETE-
pUHapHU BaKCHHHU Cpeuly I/IH(iJJ'IyCHI_[a 10 NTHLMUTE, MDAl HWIW CHUH €3HUK;

1) TIPOMEHH, OTHACAIIM CE 10 3aMsHa Ha IaM 3a BETCPHHAPHA BaKCHHA
cpelry KOHCKa HH(IyeHIa;

i) MPOMEHH, OTHACSIIHN CE [0 U3MCHEHHUsI B aKTHBHOTO BEIIECTBO HA CE30HHA,
npeanangeéMu4yHa Wikl NaHACMHAYHa IIPOTUBOIPUITHA BaKCHHA 3a XyMaHHa
ynorpeoa;

K) IPOMEHH, OTHACAIIM CE€ O W3MCHEHHS B KapeHTHHs IEpPHOJ Ha BeETe-
PHHApPEH JIEKapCTBEH NPOIYKT.
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IIPUJIOKEHUE 111

Ciyyan Ha rpynupaHe Ha NHpPOMEHH, NOCOYEHHM B WieH 7, maparpad 2,

10.

11.

12.

13.

14.

OykBa 0)

Enna oT mpoMmMeHuTe B rpymara ¢ pasliMpeHHe Ha pPaspelieHHEeTo 3a
THPrOBUSL.

Enna or mpoMenute B rpymnarta € 3HauuTeNqHa npomsHa oT Tun II; Bcuuku
OCTaHaJIM MIPOMEHU B IpylaTa ca IPOMEHHU, KOUTO ca CIEACTBHE OT Ta3H
3Ha4YUTEeNHA MpoMsiHa oT Tul Il

Enna ot mpomeHHTe B TpynaTa € He3HAUHTENHA MpoMsHa oT Tull 1b; Bcuukn
OCTaHAJIM IPOMEHU B IpynaTa ca IPOMEHH, KOUTO ca CIEJICTBHE OT Ta3u
He3HauuTeNnHa npomsiHa oT tun Ib.

Bcuyku npomeHM B rpymnaTa ce OTHACAT E€IMHCTBEHO [0 HM3MEHEHMs OT
aJIMMHHCTPATHBEH XapakTep B 0000OIIEHHETO Ha XapaKTepUCTHKUTE Ha
IPOJYKTa, ETUKETHUPAHETO M OpollypaTa MM JIMCTOBKATa C YI'bTBAHMS.

Benuku IIpOMEHU B IpyliaTa ca U3MEHCHHUS B OCHOBHATa NOKyMEHTallUs Ha
AKTHUBHOTO BEILIECTBO, OCHOBHATA JOKYMCEHTAallUsl HA BAKCUHHUS aHTUI'CH UIINA
OCHOBHa JOKYMCEHTalus 3a Ilia3Mmara.

Beuuku mpomenu B rpymata ca BbB Bpb3Ka C NPOEKT, NMpEAHA3HA4YeH Ja
YCBBBPIICHCTBA TIPOM3BOACTBEHMSI HPOLEC M KAyeCTBOTO HA CHOTBETHHS
JIEKapCTBEH MPOIYKT MU HETOBOTO(HTE) aKTHBHO(M) BEIIECTBO(a).

Becuuku mpoMeHu B rpymnara ca IPOMEHH, KOMTO 3acsraT KayecTBOTO Ha
MaH/JAeMUYHa IPOTUBOTPUIIHA BAKCHHA 332 XyMaHHa ynortpeoa.

Bcuuky npomeHH B rpynaTa ca H3MEHEHHs B CHCTeMaTa 3a (papMakoIorHIeH
Haa30p, mocoyeHa B wieH 8, maparpad 3, OykBu ua) u H) oT JupexrtuBa
2001/83/EO wmmu unen 12, maparpad 3, OyxBu k) U 0) oT JupekruBa
2001/82/EO.

Bcuukn npoMeHH B rpymara ca CIIEICTBHE OT ONpeelicHa CIICIIHa OTpaHU-
YUTENTHA MSpKa 3a IIOCTUraHe Ha OE3BpPEeJHOCT M ca TOAaJACHH B CHOT-
BETCTBUE C ujieH 22.

Benuku IIPOMEHU B rpynara ca CBbp3aHU € IPUIIAraHeTO Ha €TUKETUPAHETO
3a OIIpE€ACICH KJac.

Beuuky mpoMeHH B rpymara ca CIEACTBHE OT OIEHKAaTa Ha JaJeH
MEPHOMYHO AKTYaIU3UpaH JOKJIaL 3a Ge3BPEAHOCTTA.

Bceuuku IIPpOMEHU B rpymnara ca CJICACTBUE OT OIPECACICHO NPOYYBAHC ClIC[
ToJfydyaBaHE€ Ha pa3pelIeHuE, MPOBCACHO IO HAaA30pa Ha TUTYJIsIpa.

Beuuku mpomMeHH B rpymaTta ca CIEACTBHE OT CHELMAHO 3a[bIDKEHHUE,
U3IBIHEHO B CBHOTBETCTBHE ¢ wieH 14, maparpad 7 or Permament (EO)
Ne 726/2004.

Beuuky npomMeHH B rpymnara ca CleJCTBHE OT M3I'BJIHEHHETO Ha CHelHallHa
npoleaypa WIN YCIOBHE cbIVacHO wieH 14, maparpad 8 wmm uien 39,
nmaparpa¢ 7 ot Permament (EO) Ne 726/2004, umen 22 ot JupekTtuBa
2001/83/EO wnu unen 26, naparpad 3 or Jupexrusa 2001/82/EO.
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IIPUJIO’KEHUE 1V

EJ]eMeHTl/l, KOMUTO cJieaABa Jda 6'bI[aT NMpeaACTAaBCHU

1. Chnuchk Ha BCHYKH paspelieHust 3a TbpProBUsi, KOUTO YBCIOMJICHHUCTO WJIHU
3as4ABJICHHUECTO 3acsira.

2. OnucaHue HAa BCHYKH TOJAICHH TIPOMEHH, BKIKOYUTECIIHO:

a) B CJIydyas Ha HE3HAYUTCIHU ITPOMEHU OT THUIT IA, JaraTa Ha IpujaraHe Ha
BCsIKa OIKCaHa NIPOMsHA;

0) B ciiyuas Ha HE3HAYMTENHH MPOMEHH OT THH [A, KOMTO He HM3HCKBAT
He3a0aBHO YBEIOMIICHHE, OINMCAHME HA BCHYKH HE3HAUHMTENHH MPOMEHH
ot tun [A, HanmpaBeHH Mpe3 MOCIACAHUTE ABAHAICCET Mecela B YCIOBHATA
Ha CHOTBETHOTO(HTE) pasperruTentHo(u) 3a THProBUs, 3a KOETO(KOUTO)
ollle HE MOAANCHO YBEAOMIICHHE.

3. Bcuuku HEOOXOAMMH JTOKYMEHTH, H30POCHH B HACOKUTE, IOCOYEHH B 4ieH 4,
naparpad 1, Oyksa 0).

4. B CJIy4JauTe, KOraTo Ipomsinata BOJAU A0 WUJIH € CIICACTBUEC OT APYr'Hd IIPOMEHU
B YCJIOBHATA Ha CBHIIOTO Pa3spCIICHHEC 3a THProBHUA, OIMMMCAHHUE Ha BPb3KaTa
MEXIYy TE3U IPOMCHHU.

5. B ciyyas Ha OPOMEHH B LCHTPATM3HPAHN Pa3pEIIUTENHN 38 ThPrOBHS, CHOT-
BeTHaTa Takca, npensuaeHa B Permament (EO) Ne 297/95 na Cobaera ().

6. B Cllydyass Ha IPOMCEHHU B Pa3pCUIMTC/IHU 3a TbProBusi, U3JaJICHU OT KOMIIET-
CHTHUTE OpraHu Ha AbpKaBHU-YJICHKU:

a) CIHCBHK HA TE3W IbPXKABU-WICHKA, KaTO, aKO € MPHIOXKUMO, CE MOCOYBA
pedepeHTHaTa IbpiKaBa-YICHKa;

6) CBbOTBETHUTE TaKCH, NPEABUIACHHU B NMPUIOKUMUTE HALIUOHAJIHU ITpaBUJia B
3aMHTCPECOBAHUTE NbPIKABU-UYJIICHKH.

(') OB L 35, 15.2.1995 r., c1p. 1.
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IIPUJIOJKEHUE 'V

YACT 1

HpOMeHI/I, OoTHAacsANM C€ 0 U3MCHCHHC HIIU [[06aB$IH€ Ha TCEpaAIriCBTUYHU IIOKa-
3aHHA.

YACT 2

1. IIpomeHm, OTHacsAmu ce N0 H3MEHEHHWE WM [I00aBsSHE Ha LENEBU BUJ,
HETpeIHa3HAuCH 3a MPOM3BOJCTBO HA XpaHa.

2. TlpomeHu, OTHaCSIIM ce 10 3aMsiHa WK J100aBsHE Ha CEPOTHIL, 1AM, aHTHI'CH
WM KOMOWHALMS OT CEpOTHIIOBE, I[AMOBE WM aHTUTCHHM 33 BETCPHHAPHU
BaKCHHH cpelly MHQIIyeHIa 10 NTULHUTE, Al HIH CUH €3HK.

3. HpOMeHI/I, OTHACAIM C€ 10 3aMsHa Ha IaM 3a BETCpHHApHA BaKCHHaA CPELLy
KOHCKa I/IH(bJ'IyeHI_[a.



