PEWEHWE

Ne 3892

rp. Cocpma, 11.06.2013r.

B UMETO HA HAPOJA

AOMUHUCTPATMBEH CbA - CO®ouA-rPAL, lMNbpBo oTaeneHne 15
cbCTaB, B Ny6nuyHo 3acegaHue Ha 16.05.2013 r. B cnegHus CbCTaB:
AOMUWHUCTPATUBEH CbAUA: NonuHa AkumoBa

Npu ydacTmeTo Ha cekpeTtaps MiHa AHOOHOBA, kaTo pasrneaa aeno Homep 7672
no onuca 3a 2012 rogavHa foknagBaHO OT CbAMATa, U 3a Ja Cce rnpousHece B3e
npeasna cnegHoTo:
[TpousBoncTBOTO € 10 4. uil. 145 u cii. 0T AIMHHUCTPATUBHO MPOIECYATTHHS KOJIEKC
(AIIK).

[dbupma], EMK[EUK] ocmopBa pemenne Ne 9600 0210/ 26.06.2012 r., uzganeHo OT
HavaJgHuKa Ha MuTtHuna CTONMYHA, ¢ KOETO € Olpe/esieH HOB Tapu(peH HoMep Ha cToka No
2 mo EAJT Ne12BG005807H00052020/ 22.05.2012 r.

B jxanbaTa ca BbBe€HH OIUIAKBAaHUS 3a HE3aKOHOCHOOPA3HOCT Ha aKTa, apryMEHTUPAaHU C
TBBPAECHUETO, Y€ TOW MpOoTUBOpeud Ha mpaBwio 1 or O6muTe mpaBuia 3a ThIKyBaHE Ha
KombOunupanara Homenkiatrypa — Pernmament EC 861/ 2010, o6n. OB na EC na 29.10.2010
r., KOGTO OIpenens, 4e KIACHPAHETO C€ ONpeAesisi 3aKOHHO CBhITACHO TEPMHHHTE Ha
no3unuute oT KomOunupanara HomeHkiatypa. Kacae ce 3a yrBbpaeH o MuHUCTEPCTBO Ha
3[]paBEOIa3BaHETO MPOAYKT KajlleB KapOoHAT TaOJIeTKU, OTroBapsll Ha U3UCKBAHUATA Ha
@apmaxonesta Ha CAILl 32 XuMUUYHU BeleCTBa, NPUIAraHu 3a MEIULMHCKM LIENU, BUIHO
OT YTBBpACHHUS €TUKET Ha u3JenueTo. BemecTBoTo KaiueB KapOOHAaT € MHIMPOKO
pa3MpOCTpaHEHO B IPUPOJATA M € M3BECTHO KAaTO BapOBUKOB KaMbK, HW3IOJI3BaH B
crpoutenctBoTo. Ilopaam TOBa OHpEHENsSHETO MY KaTO XHMHYECKH NPOIYKT Oyau
HEJIOYMEHHE.

N310)keHO € B OCHOpBAHETO, Y€ JAPYKECTBOTO HE € 3al03HATO ChC CTAHOBUIIETO HA
KoopauHatop B otaen OOmia CelICKOCTOMaHCKa MOJUTHKA, MOCTaBEHO B OCHOBaTa Ha
U3BOJIMTE HA OTBETHHMKA. M3pa3eHO e HechbIylacue C Te3aTa 3a HEMpPWIOKHUMOCT Ha
o0BBp3Bala TapudHa HHPOpMAIHs, a OTTYK — 3a MpUIokKKUMOcT Ha Permament va EC 380/
30.04.2010 r. Cnopen mpencraBisBanms [hupma] ¢ HUTHpaHUS aKT HA BTOPUYHOTO



CBIO3HO TIPABO CE BBBEKAAT OOSCHUTENHH Oenexku KbM KoMOMHMpaHaTa HOMEHKJIATYpaA,
KOHTO CBITACHO BB3NPUETOTO B ChAeOHATA MPAKTUKA pa30MpaHe JOMPHHACIT CHIIECTBEHO
3a TBHJIKYBAaHETO Ha 00XBaTa Ha OTACTHHUTE Tapu(HU MO3MUIMH, HO HAMAT 3aBJDKUTEIHA
cuna. [TozoBaa ce Ha Bie3im B cuna penieHuss Ha ACCI' u BAC, nocraHOBEHH 1O CIOPOBE
MEXy MUTHHYECKAaTa afMHUHUCTpanus u [bupma] ¢ mpenmer TapudHOTO KiIacupaHe Ha
NPOIYKTa KaJIIMeB KapOOHAT 3a MEIWIIMHCKU IIeNT, BBB BPB3Ka C KOETO WHBOKHpA M
BB3paKEHU E 32 HUIIOKHOCT Ha OCIOpeHus akT — wi. 177, an. 2 ATIK.

HckaHneTo 10 chaa, apryMEeHTHpPAaHO MOAPOOHO B MHCMEHO CTAaHOBHWINE, € 3a OTMsSHA Ha
PEIICHUETO.

OTBETHUKBT, HAYATHUKBT Ha MuTtHuia CTOJMMYHA, Ype3 MPEICTABUTEN MO MIBIHOMOIIHUE,
OTpHUYa OCHOBATEIHOCTTA Ha jkajbaTa.

Ot dakTHuecka cTpaHa ce yCTaHOBSBA:

Ha 22.05.2012 r. ¢ EAJ] Ne12BG005807H00052020 8 Mb C. 3aman e opopMeH pexum
JOITyCKaHe 3a KpaiiHO motpebiieHne Ha croka Ne 2, mekmapupaHa B KiI. 31 Kato Kaiues
KapOOHAT 32 MEAWIIMHCKHU 1enu ¢ ThproBcko mme Kammmii 600 mr ¢ Butamun D ¢ T. xon
[ETH], crpana na mnpousxon CAIIl. Ilomydaten cbhriacHo OTpa3eHOTO B KiI. 8 Ha
MUTHHYecKaTa nekiapainus ¢ [pupmal. Kem EAJ] ca npunoxkeHu HpuapyKaBaniuTe
CTOKaTa JJOKYMEHTH - ThbproBcka (akrtypa Ne 2434728/ 22.03.2012r., uznanena ot I1. CAIII,
toBaputennuna, OTH Ne Ne BG/2009/000109/ 04.02.2008 r., BG/2008/000065/ 04.02.2008
r. Cnopen OTU Ne BG/2009/000109/ 04.02.2008 r. crokata xpaHuteiaHa gobaBka Kamuumit
600 mr ¢ Butamud D mox dbopmarta Ha Tabnetku, cpabpkamu 600 mr kammuit — Kato
KanueB KapOoHaT, BuTamMuH D — Kkaro xonekanuudeponl H TIOMOIIHHM BeEIIeCcTBa
/cTeaprHOBa KHCENMHA, MUHEPAIHO MAclo, IeIyJ03a, XHIPOKCHIIPONUIMETHIIIICTY103a,
HUIIIECTE, aKalus U 1ap./, ciaenBa Jga ce Kjacupa B MUTHHYECKa HoMeHkjaaTypa 283650 c
ornen O6umw nmpaswia 2 6 u 3 6 3a ThiakyBaHne Ha KomOuHupanata HomeHkarypa. [lopaau
CBbMHEHWSI 110 OTHOIIICHUE Ha TIPaBWIIHUS TapU(EH KOJ] 32 CTOKUTE € OTIIPABEHO € 3alTMTBaHe
no otnen Tapudua nonurtrka Ha MutHHna CtonnyHa U ceriacyBano ¢ koopaunarop OCII,
B ciy:keOHa Oenexkka ot 22.05.2012 r. e nosicueno, ye cbriiacio Permament /EC/ Ne 380/
2010 r. crmiata croka ce kiaacupa ¢ kox mo KH [ETH], a OTU ¢ Ne BG2009/000109 e che
cpok Ha BaymaHOCT 10 25.05.2010 r.

C ocropBaHOTO pelIeHue € onpezesieH Tapuden ko Ha BHacsHata 1o EAJ] croka [ETH]
CbOOpA3HO UTUPAHUS aKT HA BTOPUYHOTO OOLIHOCTHO MPaBo.

I[To nenoto e mpuero 3akimoueHue Ha COE, KoHKpeTH3upaHo B ChIEOHO 3aceiaHue, Cropen
koero nmpoaykTsT Kamuit 600 mMr ¢ ButamuH D € mponyKT Ha XUMHYECKaTa ¥ CBP3aHHUTE C
Hes MpOMHIDIEHOCTH. IIpeacraBisiBa ChEIMHEHHWE C ONpENENeH XHMHUYEH ChCTaB,
ChIbPIKAIl aKTUBHU BEIIECTBA, OCHOBHO CJIIEMEHTHTE KA W BUTaMHH D B MPOIIEHTHO
chabpkaHue, kKakto ciensa 93,67% ceabpkanue Ha kannueB kapoonatr u 0,0004%
chabpkanue Ha BuTamuH D. IlpomecHUST MNpPOAYKT ChABPKA U  TTOMOIIHU
BEIIECTBA-TIBIHUTENN, KOUTO 3ama3BaT CTPyKTypaTa Ha TaOneTkaTa W sl MpeAma3BaT OT
pasmajane mpenu npueMa i, mogoopsiBaT KaueCTBOTO M TOJHOCTTA HA TaOJIETKUTE.

Jpyru nqokas3ateicTBa OT 3HAUCHHUE 3a MPEeIMeTa Ha CIiopa 1o JISJIOTO He ca aHTaKUpPaHHU.
N3noxeHnata QakTuyecka O0OCTaHOBKA HE C€ OCIOpBa OT CTpPaHUTE IO JIEJIOTO.
[TpoTHBOpEYHBUTE UM TIO3HMIMU Ca MO BBIIPOCHTE KbM KOS OT Tapu(HUTE MO3UIUU HA
KomOuHupanata HOMEHKIATypa CielBa Jla ce KJachupa MpOayKThT ,,KanmueB kapOoHAT 3a
MEIUIIMHCKU Tenn” ¢ ThProBcko HamMeHoBanue ,,C. 600 mg + V.. D”: Kem Tapudna
no3unust 21 06 90 92 XpanutenHu NpOAYKTH, HEYNOMEHATH, HUTO BKJIIOYEHH NPYraje,
HECHIbPIKAIIM MJICYHN Ma3HUHH, 3aXapo3a, U30TIII0K03a, IIII0K03a, CKOPOsIa MM HUIIECTE



WIM ChIBbPXKAIIM TErJIOBHO MO — Majko oT 1,5% MiieuHM Ma3HUHH, 1O — Majko oT 5 %
3axapo3a WM U30TII0K03a, 0 — MaJKo OT 5 % riroko3a wiM cKopOsija Wiu HUILECTE, WIIH
kbM Tapudua noszurusa 28 36 50 00 — KamueB kapOoHaT, peci. CieiBa JIM Jla HaMepu
npunoxenre Permament va EC Ne 380/ 30.04.2010 r. 3a TapudHO KiacupaHe Ha IPOIYKTa
,KaiueB kapOoHAT 3a MEIUIIMHCKHU e~ ¢ ThbProBCKO HauMeHoBanwue ,,C. 600 mg + V..
D”., oonaponsan B OB na EC L112 na 05.05.2010r.

Pemenuero e u3gajaeHo OT KOMIETEHTEH opraH - wi.15, an.l, 1.8 3M BBB Bpb3Ka ¢ w27,
an.1 II13M u map.1 1. 9 ot /IP Ha 3akoHa 32 MUTHHUIIUTE.

Cropen »xandoornoarens mo otHoieHue Ha ctoka Ne 2 ot EAJ] Ne12BG005807H00052020/
22.05.2012 r. npunoxenue cinena na Hamepu OOBBp3Bama TapudHa uHGopmarus bl
2009/000109, Bamuana 3a cpok or 6 romuau, cuutano ot 08.10.2009 r. u u3gameHa B
U3IIBJIHEHUE Ha BIS370TO B cuia pernienne Ha BAC Ne 8963/ 06.07.2009 r. CwriacHo 4il.
12, map. 1 ot Pernament 2913/92 npu nucMeHo 3asBlICHUE U B ChOTBETCTBHUE C TIpoOLieNypaTa
Ha KOMHUTETa, MUTHUYECKHTE OpraHu M3aaBaT oOBbp3Baia tapudna mHbopmauus /OTU/
wii o0Bbp3Bamia HWHpOpPMANUs 3a TPOU3XOA. BBB BBTPENIHOTO 3aKOHOIATEICTBO
periaMeHTanusTa Ha WHCTUTYTa € jaaaeHa B wi. 23, ai. 1 - 5 3M u un. 32 - 36 ITI3M.
O6Bbp3Bamarta tapudHa uHbOpMAIUs WM OOBBp3BamIaTa MHPOPMAIMSA 3a MPOU3XOJ ca
00BBP3BALIM 32 MUTHUYECKUTE OpPraHu Mpeja TUTYJspa Ha nH(opManusaTa camo BbB Bpb3Ka
¢ Tapu(HOTO KIacHPUIMpPAHE WIIH OMNPEACIITHETO Ha MPOW3XOJa Ha CTOKUTE - map. 2.
N3kimodenne oT cpoka no map. 4 ot pasnopendara /3a mectroauiinaTa aauagHoct Ha OTH/
¢ MPeABHUICHO B cieABalius naparpad a) B ciydaure Ha TapudHa uHbOpMALUs: i) KOraTo
ObJic IpUET HOB pPerjiaMeHT U nH(pOopManuiTa Bede He ChOTBETCTBA Ha pa3mopenouTe mys; ii)
KOTaTo Beue € HEChbBMECTUMA C JIOMYCTUMOTO THIKyBaHE Ha HOMEHKIATYpUTE, TOCOUCHH B
wien 20, naparpad 6: Ha HUBO OOLIHOCT, MTOPaJIX U3MEHEHHUS Ha OOSCHUTEIHUTE OCICIKKU
kbM KomOuHMpaHaTa HOMEHKIATypa Wiu mopaau pemeHue Ha Cpaa Ha EBpomeiickure
OOIIHOCTH, — Ha MEXJIYHApPOJHO HHBO, IMOPAJM CTAHOBHUINEC 33 KIACHU(PHUKAIUSA WIN
WU3MEHEHUS Ha OOSICHUTEIHUTE OeliekKku KbM HOMEHKIaTypaTta 3a XapMOHH3UPaHa CHCTEMa
Ha OMKCAaHWE M KOJMpaHE Ha CTOKHUTE, mpuera oT CBETOBHATA MHUTHHYECKA OpraHH3aIus,
ce3aanena npe3 1952 r. mox umero ,,ChBET 32 MUTHUYECKO ChTPYJHHYECTBO™; iil) Korato e
OTMEHEHA WJIM HM3MEHEHa B CHOTBETCTBHME C WieH 9, Mpu ycIOBHE 4Ye OTMSIHATA WJIH
M3MEHEHHUETO ca ChOOIIEHU Ha TUTYIISAPSL.

B pasrnexnganus ciydaili € Haiuie mbpBaTa xumoTesa: B OdwuiumaneH BecTHUK Ha
EBpomneiickus cbio3 Ha 05.05.2010 r. e nyosmmkyBan Permament /EC/ Ne 380/ 2010r. na
Komucusta or 30 anpmi 2010 1. OTHOCHO KJIacHpaHETO HA HIKOU CTOKM B KomOmHMpaHaTta
HOMEHKJIaTypa, Cpel KOMUTO KaJMMeB KapOOHAT, KOWTO clenBa Ja ObJe KiIacupaH KaTo
XpaHUTEJICH MPOIYKT. PermaMeHThT € B CHjia OT JABAJCCETHs JCH Clie]] MyOJIMKyBaHETO CH H
npeaBuwxkaa B ui. 2, ye OTU, uznanena oT MUTHUYECKUTE OPraHH HA IbPHKABUTE UYJICHKH,
KOSITO HE MY CBHOTBETCTBAa, MOXE Ja MPOABIDKH Jla Ce MOJI3BAa 3a CPOK OT TPH Mecela
cboOpa3Ho map. 6 or Permament 2913/92.

Cnopen npunoxxenneto kbM Permamenta Tabnetku 1772 mr, omakoBaHU 3a mpojaxxOa Ha
IpeOHO, ¢ yKa3aH ChCTaB OT KaJIMeB KapOOHAT W BUTaMHH D u oTpassBaHe, 4e IpPyruTe
BelIlecTBa ca B KoymdectBa mo—Maiku ot 1,0 tersoBeH %; ¢ yka3aHa BBPXY CTHKETa
MpenopbhUYNTENHA THEBHA /1032 eHa TalneTka Ha JeH. ChriiacHo HHPOpMaIusaTa OT eTHKETa
OPOAYKTHT C€ HW3MOJ3BA 332 MPOPHIAKTUYHO J€YEeHHE HampuMep Ha OCTeomopo3a W 3a
3a37paBsiBaHEC Ha KOCTUTE ciieaBa Ja ce kiacupa B koa nmo KH 21069092. OcHoBanue 3a
TOBa € HAJMYMETO Ha BEIECTBA, KOUTO HE ca BKJIIOYECHU B 3a0ernexka 1, OykBH a, T WIH [T
KbM TJIaBa 28, C orieq Ha KOETO MPOAYKThT O cieaBaio aa ObJe HW3KIYEH OT



crioMeHaTaTa riaBa. HUBOTO Ha moeTrTe MUHEpaId UM BUTAMUHU /Kanuuii u Butamus J[3/
CIOpeln YKa3aHHsITa BBPXY ETHKETa MpernopbydTeNIHA [HEBHA 1032 HE € 3HAYMTEIHO
M0—BHUCOKO OT MpErnopbhUYHTEeNHATa JHEBHA HOpPMa 3a MOJAbp)KaHEe Ha OpraHu3Ma B J1I00pO
3[paBe — CIJIEOBATEIIHO MPOAYKTHT HE YAOBIETBOPSBA HM3MCKBAHETO HA JOMBJIHHUTEIHA
3abenexxka 1 xpm rmaBa 30, mocieqHa anuHes U HE MOXe Ja ObJle KJIacupaH B IMO3HUITUS
3004. IIpenBua xapaKTEpUCTHKUTE CH TOH cliefBa Ja ObJIe KIAaCHpaH KaTO XpaHUTEIEH
npoAyKT oT mo3umwus 2106.

Cropen xanOomojarenss ca Halulle akToBe Ha EBpomeiickata KOMHUCHS, KOUTO CH
IpOTHBOpeYaT — OT €AHa cTpaHa ca OOmwM mpaBwia 3a ThiKyBaHe Ha KomOumHupaHara
HoMeHKIaTypa — Ilpunokenune kbM Permament /EO/ 1214/ 2007 ma Komucusita ot
20.09.07r. 3a usmenenue Ha IIpunoxenue Ne 1 kbM Pernament /E./ Ne 2658/87 na Coeeta
OTHOCHO Tapu(HaTa U CTAaTUCTUYECKAa HOMEHKJIAaTypa W olIaTa MUTHUYecKa Tapuda, a ot
apyra crpana Pernmament na EC Ne 380/ 2010 r. YupaBurenst va [dupma] ce nozoasa Ha
npaktuka Ha C., cropes KOsTO ,,B MHTEpPEC Ha MpaBHATA CUTYPHOCT U YJIECHSIBAHETO Ha
MPOBEPKUTE PEIIABAINUAT KPUTEPHH 32 Tapu(HOTO KIACHpaHE HA CTOKUTE IO IPABUIIO
TpsiOBa J1a ce ThPCH B TEXHHUTE OOCKTUBHU XapaKTEPUCTHKU U CBOMCTBA, OMpEACICHU B
Tekcta Ha nmosunuara B KH u 3a0enexxkure KbM pa3genuTe W TaBuTe. TBBpOU, 4e C
Pernament Ha EC Ne 380/ 2010 r. ce BbpBexkaaT OOACHUTEIHUTE OCIEKKH 32 KJIaCHPaHETO
Ha Hiakou cTokd B KH, kato chimeBpeMeHHO ¢ Te3u OOSCHUTETHH OEIEeKKH CE MPOMEHS
HelHuAT 00xBaT. YTBbpAeHaTa nmpaktuka Ha C. ompenens, 4e ,,00ICHUTEIHUTE OEICKKHU
JOTIPHHACST CHIECTBEHO 32 THIKYBAHETO HAa 00XBaTa Ha OTICITHHUTE Tapu(HU MO3HUIHH 0€3
obave Ja MMaT 3abJDKUTENIHA TMpaBHA cuiia. ETO 3aI10 ChABPXKAHUETO Ha TE3H OEJIeHKKH
TpsiOBa Aa otroBaps Ha pasnopenoure Ha KH u He Ou Moriio 1a mpoMeHs HeifHus 00XBar.
EK e patudumnupana Konenmusra 3a XC, KoSTO 5 3aJb/DKaBa Ja HE MPOMEHS oOXBaTa Ha
X. cucrema. T. knacupane Ha Kamues kapOoHaT 3a MEAMIMHCKY 1enu B no3unusg 210690
XpaHHUTEIHH MPONYKTH, HEYIIOMEHATH, HUTO BKJIOYCHU JPyrajie, HEChIbPXKAIIA MIICYHU
Ma3HUHH, 3axapo3a, W30IJII0KO03a, TIII0KO03a, CKOpOsia WJIM HHUIIECTe, WM ChIbpPXKAIIU
TErJIOBHO Mo—Maiko or 1,5 % wmuedyHu Ma3HMHHM, NMO-Malko oT 5 % 3axapo3a Wi
M30IIII0K03a, MO—Majko OT S5 % Tioko3a MM CKOpOsjia WM HUIIECTe, MOCOYEHO B
tabaunata ot npuiokeHuero Ha Permament 380/ 2010, ciopen M. mpencrasiisiBa mpoMsiHa
B o0xBata Ha XC u B obxBata Ha KH, koeTo Bonu A0 HEeM3NbJIHEHUE HA 3aAb/DKEHUSITA HA
EC, mpoustnyamu oT KouBeHIusATa. CobriacHo mpaBwio 1 ot OOmmTe mnpaBmia 3a
ThikyBaHe Ha KH knacupaneTo ce ompenens 3aKOHHO ChIJIaCHO TEPMUHUTE HA MO3UIMHUTE
or KH. IlpomnecHusIT mpoayKT € KajiueB KapOOHAT 3a MEIUIMHCKU LIEJH, OTrOoBapsIl Ha
m3uckBanusTa Ha Papmakonesra Ha CAILl 3a BCHYKM XMMHUYHH BELIECTBA, IPUJIATaHU C
MEIUIIMHCKA 1], OT KOETO CJIe/IBa, Y€ MPAaBHIHOTO MY Tapudro kinacupane ¢ 28 36 50
Kanmues kapbonat. XC He BbBEXk/a OrpaHUYCHUS BbB (hopMaTa Ha KaJlHeBus KapOoHAT 3a
MEIULMHCKUA TEeNMH — Mpax, TPaHyld, TaOJeTKH, MO Ta3u NpUYMHa ce J100aBsi HUIIECTE,
MHUHEPaJHO Macio, (PUIMOBO MOKPUTHE KOUTO MO CMUCHJA Ha 3abenexku l.a, 1.r m 1.1 ot
rmaBa 28 or KH ca areHTd, W3MON3BAaHU B TPOM3BOJACTBCHHS NPOIEC M CTPAHUIHU
POIYKTH.

Hali—ceTrHe, Haimie ca BJIE3JIM B CHJIA PEIICHUS IO CIOPOBE MEXJIY MHUTHHYECKATa
aaMuHucTpaius u  [pupmal mo TeakyBanero Ha KH 3a kiacupaHeTo Ha CIOpHUS TPOAYKT.
C Te3u croOpakeHUs ce MOTUBHpA MCKaHE 33 OTIPABSHE Ha MPEIOAUIINAIHO 3alUTBaHE 10
C. otHOoCHO BayuaHOCTTa Ha permament Ne 380/ 2010r.

[TpaBHaTta ypenda Ha HMHCTUTYTa HAa KOMOMHHMpaHaTa HOMEHKJIATypa c€ ChIbpKa B
Permament (E.) Ne 2658/87 na CwBera ot 23.07.1987 r. orHOcHO TapudHata u



cTaThCTHYecKaTa HOMeHKiIaTypa u OOmara wmutHHdecka Tapuda. KomOuHupanara
HOMEHKJIaTypa € Cbh3/1ajeHa Ha 06a3aTta Ha X. cucTeMa, KOsATO € BbBeleHa ¢ MexayHapoaHa
KOHBEHIMS 1O X. CHCTeMa 3a ONHMCaHHe M KOoJaupaHe Ha cTokuTe (B cuia 3a PemyOimka
Bbbarapus or 01.01.1992 r.). Y. 3, 1. 1, 6. “a” or KoHBeHuusITa ch31aBa 3aIb/DKCHHS 32
JIOTOBAPSIIATE TbPXKABU Ja MPUBEAAT CBOUTE Tapu(PHA U CTATHCTUYSCKU HOMEHKIIATYPU B
CHOTBETCTBUE ¢ X. CHCTEMa OT JIaTaTa, Ha KOSATO Ta3W KOHBEHIIMS BJIM3a B CHJIA 3a HEs, IO
OTHOIIICHHE Ha CBOMTE Tapu(HA U CTATUCTHYECKH HOMEHKJATYpH: I) J1a W3MOJ3BAa BCUYKH
MO3UIIMKM ¥ TIOAMO3UIMKA Ha X. cHUCTeMa 0e3 IOMBIHEHHUS WJIM W3MEHEHHS 3aeTHO ChC
ChOTBETHUTE MM HU(POBH KoJOBe; ii) na mpuiara OOmUTE NpaBuia 3a THIKYBaHEe Ha X.
CHCTEMa M BCHYKH 3a0€JICKKH KbM Pa3JIeIUTe, TJIaBUTE U MOAMO3UIIMUTE, U Ja HE U3MEHS
oOXxBaTa Ha pasjejuTe, TJaBUTE, MO3UIIMUATE WK MOAMO3UIMKATE Ha X. cucTeMa; u iii) 1a
clieZiBa TOCIEAOBAaTETHOCTTa Ha HoMmepupaHe B X. cuctema. Homenknatypata Ha X.
cucreMa e mpuiiokeHue kbM KonBenmusita mo X. cucrema u criopenq wi. 1, T. 2, 6. “a” or
Pernament (E.) Ne 2658/87 mna CbBera mpeacraBisiBa dYacT OT KOMOMHHUpaHarta
HOMEHKJIATypa, KOSITO ITbK € BhBElleHA KAaTO MPIIOKEHHE KbM PErJaMeHTa.

Cropen uit. 12, § 1 ot Pernament (E.) Ne 2658/87 mpaBomoriiie Ha KOMUCHSATA € J1a TpHEMa
©KEroJHO pEerjlaMeHT, BB3MPOM3BEXKAAINl LsIOCTHATA Bepcuss Ha KomOuHupaHarta
HOMEHKJIaTypa, 3a€QHO C MUTHHUYECKHTE CTaBKM B ChIjlacMe C ujieH 1, Taka KakTo ce
IoJIly4aBaT BCIeACTBUE Mepkute, npuetn oT CeBeta wim Komucusta. PermameHTsT ce
nyOnukyBa He Mo-kbCHO OT 31 okrtomBpu B Odunumanes BecTHUK Ha EBpomeiickure
o0IIHOCTH U ce mpwiara ot 1 sHyapu cienBamara roauaa. C orjie; MOMEHTa Ha TTOCTaBsHE
Ha TPOIECHUTE CTOKHU O] MUTHUYECKH peKuM TpuiiokuM e Permament (EO) Ne 1214/2007
Ha Komucusara or 20 cenremBpu 2007 roaumHa 3a uM3MeHeHWe Ha mnpuiiokeHue | KbM
Pernament (E.) Ne 2658/87 na ChBera 0OTHOCHO Tapu(dHATa U CTATHCTHYECKAa HOMEHKJIATypa
u OOmata MutHHYecka Tapuda. OTHOCUMUTE KbM CHOpa MpaBuiia ca Te3u oT ri1. 21 u ri. 28
ot npunoxkenne Ne I kbm Pernament (EO) Ne 1214/2007 na Komucusra. I'maBa 21 ot
npunoxenre 1 Ha nutT. PermamenTt e o3aryiaBeHa 21 Pa3Hu BUIOBE XpaHUTEIHU TMPOAYKTH,
kbM mo3urusi 2106 oT kosATO ca oTHeceHH ,,JIpyru”’ — HeChbABpKAIIM MIICYHU Ma3HHHH,
3axapo3a, M30TIII0K03a, TII0K03a, CKOpOsiIa WM HUIIECTE WM ChIBPXKAIIM TETJIOBHO IO
-MaJiko oT 1,5 % miedunu Ma3HMHHM, MO -MaJKO OT 5 % 3axapo3a WM U30IJII0K03a, T0-MaJIKO
oT 5 % rioKo3a WM cKopOsiiia UM HUIIECTE.

Kaktro Homenknarypara xkbM X. cucrema, Taka u KoMOMHHMpaHaTa HOMEHKJATypa, ca
CTPYKTYpUpaHU B TJaBH, KbM KOUTO ca pa3paboTeHH oOIIM 3a0esiexKH, 3armouBaiiy C
M3KIIOYBAIM KJIay3W — Taka cropen oOmmTe 3a0enexku Ha riaBa 21 TS He BKIIOYBA
U30pOCHW MO0 HOMEpa Ha MO3WIUU TPOAYKTH, HEOTHOCHMH KbM cropa. Ho chabpika
yKa3aHWs, 4e o0 cMuChiIa Ha moano3uruu 2106 10 20 u 2106 90 92, repmunmTe "'cKOpOsiIa
WK HUIIecTe" BKIIIOYBAT CHIIO M MPOAYKTHUTE, MOJYyYeHH MPH pa3naJaHeTo Ha cKopOsiiaTa
nin Humecrero. 2. I1o cmucena Ha noxno3unusa 2106 90 20, mox "cMeceHU alKOXOJIHHU
npenapary, pa3JIMyHU OT Te3W Ha 0a3aTa Ha apoMaTHU3HUpAId CYOCTAaHIIMH, OT BHJIOBETE,
M3IMOJI3BaHM 32 TPOU3BOJICTBO HA HANTUTKHU' ', C€ pa30upar Te3u mpemnaparTu, YUEeTO aTKOXOIHO
cbabpxkanue no odem npesumana 0,5 %. 3. 1o cmuckia Ha noxnosuius 2106 90 30, nox
"n3ormoko3a”, ce pasdupa HPOAYKTHT, MOJIYYEH OT TIJIIOKO3a WJIM HEHHU MOIUMEpH, C
TETJIOBHO ChIbPKaHUE Ha PpykTo3a Haii-manko 10 %, B cyxo chcTOsIHHE. 32 M3YMCIISIBAHE
Ha MHUTOTO, KOETO ce mpuiara 3a npoaykrute ot nmoamnozunus 2106 90 30, ceappkanueTo Ha
CYXO BEILECTBO Ce ompeaens choOpa3HO pasmopendute Ha wieH 42, maparpad 3 ot
Pernament (EO) Ne 951/2006. 4. 3a wm3umcisBaHe Ha MHTOTO, KOETO Ce Mpuiara 3a
npoayktute ot momnosunus 2106 90 59, cepabpkaHMETO Ha 3axapo3a, BKIFOYUTEIHO



CBOBPKAHUETO Ha JPYrd 3axapd, HU3YUCICHH B 3axapo3a, Ce€ Ompenaeias Io METOoXa,
npenBueH B wieH 42, naparpad 2 ot Perimament (EO) Ne 951/2006.

B paspen VI, osarnaseH [lpogyktm Ha xumuyeckata MPOMULLNEHOCT W OpYyru
CBbp3aHM C Hes MNPOMULLNEHOCTU rnasa 28 ,HeopraHuyHU XUMWYHU NPOAYKTY;
HEOpraHW4YHM WNU OpPraHu4yHM CbeauHeHuss Ha OnaropogHn MeTanu, Ha
pPagvoaKkTUBHN €feMeHTU, Ha PeoKO3EMHU MeTanu unm Ha m3oTonu, 3abenexka 1
yKka3Ba, Ye OCBEeH npu obpaTHu pasnopeabun, no3vuMMTe Ha HacTosdulaTta rnasa
BKMOYBAT CaMO: a) U30NIMPaHN XUMUYHU €fIEMEHTU NN CbeMHEHNA C onpeaerneH
XUMUYEH CbCTaB, NPeACTaBeHUW CaMOCTOATENHO He3aBMCUMMO OT TOBa, [Janu
CbObpXaT UNMU He OHeYucTBaHus; 6) BOOAHUTE pa3TBOPU Ha NPOOYKTUTE, MOCOYEHN
B TOYKa a); B) ApYyruTe pasTBOpM Ha NpoAyKTUTe OT ToYKa a) no-rope, cTura Te ga ca
npegcrtaBeHu Mo obuvyaeH N HeobXxoaMM HauYUH, HanoXeH camo OT U3MUCKBaHUATa 3a
6e3onacHOCT wnM 3a TPaHCNOPTUPAHETO UM U aKo pPa3TBOPUTENHAT He npasu
NpoAyKTa rogeH 3a no-cneunduyHa ynotpeba, ocBeH 3a rnaBHarta; r) NpoayKTuTe
OT TOoukM a), 6) wnm B) no-rope, KbM KOMTO ca npubaBeHun cTabunmsatopm
(BKNHOYMTENHO aHTUarnoMmepupawin areHTu), HeobxoaumMu 3a TSAXHOTO 3anasBaHe
WUNU 3a TPaHCMNOPTUPAHETO UM; ) NPOoAYKTUTE OT Touku a), 6), B) unu r) no-rope,
KbM KOMTO € npubaBeHa npoTMBOMpallHA WX OuBeTUTENHa cybcTaHuua 3a
yrnecHaBaHe Ha uaeHTudukaumaTa um nnu 3a 6esonacHoOCT, cTura Tesn npnbasku
Aa He MpaBAT NpoAyKTa rogeH 3a no-cneumduyHa ynorpeba, ocBeH 3a rnaeBHaTa
Cnopep 3abenexka 2 OoCBEH OUTUOHUTUTE U cyndokcunaTuTe, ctabunmampanm c
opraHmyHn BewectBa (Ne 2831), kapboHaTute U nepokcokapboHaTUTe Ha
HeopraHu4yHute ocHoBu (Ne 2836), uMaHuanTe, OKCULMAHUOUTE U KOMMSIEKCHUTE
UnaHuaM Ha HeopraHmyHute ocHoBwm no3uuyma (Ne 2837. lMosuums 283650 e
KanuwneB kapboHar.

M3knousawmte npasuna rno otHoweHne Ha rnasa 30 dapmaueBTUYHU NPOAYKTH
ykasBaT, 4ye B obxBata M He nonagaTt: 1. a) XpaHuM WK HaNUTKM (TakMBa KaTo
ANETUYHN, OnabeTnyHn nnmn oboraTteHn xpaHu, XpaHuTenHu AobaBkn, TOHU3MPALLM
HaNMUTKN WM MUHEpanHUTe BOAW), Pa3NUYHM OT XpaHUTENHUTE npenapatn 3a
WHTPaBEHO3HO npunoxeHue (pasgen IV); 6) cneymanHo KanuuHMpaHua unn uHO
cMIsH runc 3a ctomatonoruaTta (Ne 2520); B) gecTunupaHuTe apoMaTu4HM BOAU U
BOOHUTE pa3TBOpPM Ha eTepudHUTe Macna, 3a meguuuHckm uenu (Ne 3301); r)
npenapatute ot NeNe 3303 go 3307, oopu ako nputexasaT TepaneBTUYHU WUnn
NpogUNakTUYHN CBOUCTBA; A) canyHuTe n gpyrute npoaykty ot Ne 3401, KbM KOUTO
ca npubaBeHn nekapcTtBeHn cybCcTaHumu; €) npenapatute Ha 6asarta Ha runc 3a
ctomatonormsata (Ne 3407); wnm X) KpbBHMA anbyMuH, HEeNpuroTBeH 3a
TepaneBTUYHU Mnun npodunakTnyHm uenun (Ne 3502) 2. MNosicHeHO € B T. 2, 4e no
cmucbrna Ha Ne 3002 nog "mMogmduumpaHn MMYHOMOrMYHK NPOAYKTU" ce pasbupar
€OVHCTBEHO MOHOKMoHanHute aHtutena (M., M.), cdpparmeHTuTe OT aHTUTENa U
cbeVHeHUssTa OT aHTUTena u OT parMeHTuM OoT aHTuTena. CbrnacHo T. 3 Mo
cmucbrna Ha NeNe 3003 mn 3004 u Ha 3abenexka 4 r) oT HacTosiLarta rnaea ce
cuvTart. a) Kato "HecMeceHu NpoAykTU': 1) BOAHUTE pas3TBOPM Ha HECMECEHUTE
NPOAYKTU; 2) BCUYKM MPOAYKTU OT rnasu 28 unu 29; u 3) NnpocTuTe pacTUTErHM
ekcTpakTy ot Ne 1302, camo J0o3MpaHn Ui pa3TBOPEHU B HAKaKbB pasTBopuTen; 6)
KaTo "CMeCceHu NpoayKTn™: 1) KonougHUTe pasTBoOPU MU CYCMNEH3NN (C U3KITOYEHME Ha
KonougHarta csapa); 2) pacTuUTeriHATe eKCTpakTu, nonyyeHu 4pe3 obpaboTka Ha
CMecu OT pacTuUTenHu matepuanu; 3) CONu U BOLAHU KOHLEHTpaTK, norny4yeHn vypes



n3napsieaHe Ha ecTeCTBEeHUTe MuHepanHu Bogu. CbrnacHoO AONbiHUTENHA
3abenexka: 1. Ne 3004 BkntoYBa fieKapCTBEHUTE NpenapaTy Ha pacTUTEeNHa ocHoBa
N npenapatute Ha 0as3a cnegHWTe aKTMBHM BeWecTBa: BUTAMUHW, MWUHepanwu,
HEe3aMeHVMN aMUHOKUCENUHU U MacTHU KUCENWHW, npurogeHn 3a npogaxba Ha
apebHo. Tean npenapatn ce knacupat B Ne 3004, ako BbpXy eTUkeTa, ornakoBkaTa
WNU nUcToBKaTa C HaynMHa Ha ynoTpeba ce cbabpXKaT CrnegHuTe ykasaHus: a)
cneununyHmTe 3abonaBaHUA UMM TEXHUTE CMMMNTOMWU, NpuU KOUTO TpsibBa Aa ce
npunaraT; 6) KOHUEeHTpauusaTa Ha aKTMBHO BELlEeCTBO UMM aKTUBHUTE BELLECTBA,
KOUTO CbabpXaT, B) AO03MPOBKA; U I) HA4MH Ha npunoxeHue. Tasm nosvuyms
obxBalla CblO M fekapCTBEHUTE XOMeonaTuUdHW rnpenapatn, Mpu ycrioBue 4e
OTroBapdaT Ha ycriosusTa Ha BykBu a), B) u r) no-rope. PeneBaHTeH kbM criopa e
nocnegHuAT absau Ha gonbnHUTEnHa 3abenexka 1 - [Npun npenapatute Ha 6asaTa
Ha BUTaMUHU, MUHEpanu, He3aMeHUMU aMUHOKUCESIMHU U MacTHU KUCENWHW, €
HeobxoQMMO KONMUYECTBOTO Ha €4HO OT aKTUBHUTE BeLlecTBa B yKa3aHaTa BbpXY
eTnkeTa AHeBHa Ao3a Aa 6bae 3Ha4yuTenHo Mo-BUCOKO OT TOBA, CbObPXKALLO Ce B
npenopbyMTENHaTa AHEBHA A03a 3a NoAAbpKaHe Ha opraHusma B Jobpo 34pase.
Cnopeg HomeHknatypata Ha X. cuctema usknioyeHuTe ot obxsarta Ha rnasa 21 ot
BykBn a/ no x/, cbBnagar ¢ Te3m no nbpeaTa 3abenexka kbM rnasa 21 ot KH - a)
3eneHyykoBute cmecn oT Ne 0712; 6) nedeHuTe 3amecTutenu Ha kKade,
CbAbpXaln KakbBTO 1 Aa e npoueHT kade; (Ne 0901); B) apomatusmpaHusa yam (Ne
0902); r) nognpaskmute n apyrnte npoayktn ot Ne Ne 0904 o 0910; g) xpaHuTe,
pa3nuyHn ot onucaHute B nosuuum Ne Ne 2103 mnu 2104, cbabpKalin TernoBHO
noseye oT 20 % canamu, KPeHBUPLUX, MECO, KapaHTuK, KpbB, pnubn, pakoobpasHwu,
MeKkoTenu, apyru BogHu 6esrpbbHavyHu nnn kombmHaums ot Te3m npoaykTu (Maea
16); e) mauTe, NpeacTaBeHN KaTo MeauKaMeHTU 1 ApyruTe NpoayKTn oT no3uummn Ne
Ne 3003 nnu 3004; X) eH3aMMHUTE Npenapatn oT Ne 3507.

[MosicHeHo e, 4Ye no3uumna 2106 cbecTaBnaBa XpaHUTENHU NPOAYKTU, HEynoMeHaTu,
HUTO BKIOYEHU fpyrage, a nognosvuna 210690 [dpyru, cnopen KoaTo Ta obxsawa
NPOOYKTW, HEBKIIOYEHN Opyrafe B HOMEHKNatypara, rpynmpaHm B NOATOYKM OT A)
Mpenapatute 3a xpaHa Ha YoBeka, npeagHa3Ha4yeHn aa 6baaT n3nons3BaHu B CbLUMS
BMA unu cneq obpaboTka (nevyeHe, pasTBapsHe UNu BapeHe BbB BOAA UMK MIAKO U
Aap.) Bb) MNMpoayktute, CbCTOALWM Ce U3LUAMN0 UK YaCTUYHO OT XPaHUTENHU CbCTaBKy,
N3NoN3BaHN 3a NPUroTBAHETO Ha HaMWUTKU UMW XpaHW 3a KOHCyMauus OT YOBeEKa.
Tyk ca knacmpaHu W XpaHuTe, NpeAcTaBnsaBallM CMeC OT XMMUYHU BellecTBa
(opraHvyHM KUcenuHu, KanuumeBu CONnu, NeuuTUH U Ap.) C XPaHUTENHW CbCTaBKu
(Hanpumep OpawHo, 3axap, MMASKO Ha npax), npegHasHadyeHu pa Obpar
N3MNoN3BaHn 3a NPUroTBSIHE Ha rOTOBM XpaHU, BMMNO KaTo CbCTaBKM Ha Te3n XpaHwu,
6uno 3anogobpsiBaHE Ha HAKOM TEeXHW XapaKTepuUCTUKM (BBbHLUEH BuUA,
KOHCcepBupaHe 1 ap.) (Bk. O6wwute pasnopenbm kbm [NaBa 38). Kbm
Hernognexawmurte Ha knacupaHe B nogno3vums B/ ca ykasaHuM eH3uMHuTe
npenapatn, CbAbpXawn XpaHUTENHW BewecTBa (Hanpumep npenapaTuTe,
Bb3JeNCTBalLM BbPXY KPEexKkocTTa Ha MeCcOoTO, CbCTOoAWM Ce OT EH3UMMU,
Xxngponusnpaiwin npotevHute, ¢ gobaBka Ha OEKCTpo3a WNU APYrn XPaHWUTENHU
BellecTBa). Te3n npenapaTtn ce otHacaT B Ne 35.07, oCBEH ako He ca BK/OYEHU B
no-cneunduyHa nosnuma Ha HomeHknarypara.

[MosicHeHnATa OTHOCHO BKNIOYBaHUTE MNpoayktu B nono3vuua B/ ca nogpobHu,
rpynupanu B Toukn ot 1/ ao 16/:, nocrnegHata oT Kouto onpegensa: lNpenapaTute,



O3Ha4yaBaHW YeCTO C UMETO "XpaHuTenHun AobaBkn", HAa OCHOBAaTa Ha eKCTPakTn OT
pacTeHus, NNog0oBU KOHLEHTpaTU, Mea, bpykrtosa u ap., ¢ AobaBka Ha BUTAMUHU, a
MOHSIKOra U Ha MHOrO Mariku KONuM4ecTBa Xernes3Hn cbeauHeHus. Te3n npenaparu
4YecTo ca npeacTaBeHU B OMaKOBKW, HA KOUTO € yKa3aHo, Ye ca npefHasHadeHu 3a
nogabpkaHe Ha opraHm3mMa B 4obpo 3apase.

B HomeHnknatypata Ha XC [naBa 28 HeopraHW4yHuU XUMWUYHW NPOAYKTU;
HEOPraHW4YHW UMW  OPraHWYHW CbeauHeHuss Ha OGnaropogHn MeTanu, Ha
paguoakTUBHN efieMeHTU, Ha PedKO3EMHU MeTann unun Ha n3ortonu, no3muma 2836
KapboHaTtu; nepokcokapboHatu (nepkapboHaTtn); TEXHMYECKM aMOHMEB KapOoHar,
CbAbpXaLl, amoHueB kapbamar.

Mosnums 283650 ob6xBawia KanuueB kapboHaT YTaeH kanuueB KapOoHar.
[MosicHeHO e, Ye yTaeHunaT kanuues kapboHart (kanumeB kapboHaT

npeuunnutaT) (CaCO3) ce nony4yasa 4pe3 obpaboTka Ha pa3TBOpK Ha

KanuuMesm Conun ¢ BbrnepoaeH anokcna. Msnonsea ce kato NbHUTEN Npu
NPUroTBSAAHETO Ha NacTu 3a 3bbu, Ha Taka HapeYeHnTe OpM30OBM NyApU, B
MeauumHata (Kato NpoTUBOPAxXUTUYHO CpeacTBo), U T. H. OT Bu3upaHaTa no3uums
ce u3kni4yBaT ectecTBeHuUTe BapoBuumn ([NaBa 25), kpegata (ecTecTBeH Kanuues
kapboHaT), gopu npomuta M cTputa Ha npax (Ne 25.09), kakto u KanumesmaT
kapboHaT noa dopmarta Ha npax, YMMTO YacTuum ca o0BUTU C BOOOOTONMBbCKBALL
CNOW OT MaCTHM KUCenuHu (Hanpumep cteapuHoBa kucenuHa) (Ne 38.24).
3abenexkn 1. OcBeH npu obpaTHM pasnopeabu, NO3NLMNTE Ha HacTosiLwaTa rnaea
BKMOYBAT CaMoO: a) U30MIMPaHN XUMUYHU €fIEMEHTU UNN CbeguMHEHNA C onpeaerneH
XMMUYEH CbCTaB, MPeACTaBeHUM CaMOCTOSTENHO He3aBUCMMO OT TOoBa, Aanuv
CbAbpXaT UNM HE OHeYucTBaHus; 6) BOAHUTE pa3TBOPU Ha NPOJYKTUTE, MOCOYEHM
B TOYKa a); B) ApYyrnuTe pa3TBOpPM Ha NPOAYKTMUTE OT TOYKa a) no-rope, ctura Te ga ca
npeacTtaBeHn No 0bnyaeH N HeobXxoaMM HaYUH, HaNoXeH camo OT U3UCKBaHMATA 3a
6e3onacHOCT MnNu 3a TpaHCNOPTUPAHETO MM W aKko pPasTBOPUTENAT He Mpasu
npoaykTa rogeH 3a no-cneuyudunyHa ynotpeba, OCBeH 3a rnaBHara; r) NnpoaykTute
OT TOukM a), 6) unm B) nNo-rope, KbM KOUTO ca npubaseHun cTabunmsatopm
(BKMHOYMTENHO aHTMarnomepupalLm areHTu), Heobxoaumm 3a TSAXHOTO 3anasBaHe
WUNU 3a TPaHCMNOPTUPAHETO UM; ) NPOoAYKTUTE OT Touku a), 6), B) unu r) no-rope,
KbM KOMTO € npubaBeHa nNpoTMBOMNpallHaA WKW OuBeTUTENHa cybcTaHuusa 3a
yrnecHsiBaHe Ha naeHTudukaumaTa uMm unm 3a 6e3onacHocT, cTura Te3n npubasku
Aa He NpaBAaT NPOAYKTa rofgeH 3a no-cneunduyHa ynorpeba, ocBeH 3a rnaesHara 2.
OcBeH OUTUOHUTUTE M cyndokcunatute, cCTabunuanpaHn ¢ opraHn4yHM BeLecTBa
(Ne 2831), kapboHaTuTEe M nepokcokapboHaTuTe Ha HeopraH- u4HUTEe ocHoBu (Ne
2836), unaHuguTe, oKCULMaHUOUTE U KOMMMEKCHUTE LMaHugM Ha HeopraHuyHuTe
ocHoBuM nosuuma (Ne 2837), dynMmuHaTuTe, umaHatute U TUoUMaHaTUTE Ha
HeopraHn4HuTe ocHoBu (Ne 2842)....

O6Bbp3BawlaTa HauMoHanHUTe cbaunuia npaktmka Ha C. B npeoguumanHute my
3aKMOYEHNs COYM KpUTepuuTe 3a KnacupaHe Ha CTOKUTe Mo nosvuuute oT
KOMOMHMpaHaTa HOMeHknartypa. Taka cnopea T.T. 27, 28 un 29 oT PelwweHne Ha
Cbpa (netu cbetas) ot 11 aHyapu 2007 roguHa no geno C-400/05 (B.A.S. T. BV
cpewy S. van F.) pelwaBawmsaT KpUTepun 3a TapupHOTO KnacupaHe Ha CTOKUTE
TpabBa no npaBuno ga ce TbpCUM B TEXHUTE OOEKTUBHU XapaKTEPUCTUKM U
KayecTBa, onpeneneHn B TekcTa Ha nosuuundata no KH, kakto u B 3abenexknte Kbm
pasgenute unu rnasute. ObsacHuTenHuTe 6enexkn BbB Bpb3ka ¢ KH, narotseHun ot



Komucusata, a 1e3m otHocHo XC — oT CBeToBHata MUTHUMYECKA OpraHusauus,
3HauUTEeNHO noanomarar ThIIKyBaHETO Ha obxBaTa Ha pasnuyHuTe nosvuuu, 6es
obaye pa umaT npasBHO3agbikUTenHa cuna. lNpegHasHayeHMETO Ha MpoaykTa
Moxe ga 6bae oBeKTMBEH KpUTepui 3a KnacupaHe, OOKOSKOTO TO € BbTPELLHO
NMPUCBLLO 3a TO3N NPOAYKT, KaTo nocrnegHoTo TpsibBa Aa ce npeueHn B 3aBUCUMOCT
OT OBEKTUBHUTE XapaKTEPUCTMKM N KayecTBa Ha npoaykra. B cbwarta nocoka e u
peweHneTo no [leno C-486/06 BVBA V. L. cpewy B. S..

AHanNU3bT Ha CbObPXAHWETO HA CrOPHUS NPOAYKT, AadeHo B PernameHT Ne 380/
2010 r. He NpPOTUBOpPEYM Ha U3NOXKEHUTE NOo rope obLiM NpaBuna 3a KnacupaHe Ha
npogykTute. HeocHoBaTeneH e 0OBOABLT, MOTUBMPALL, MUCKAHETO 3a OTNpaBsiHE Ha
npetoanumanHo 3anMTtBaHe OTHOCHO BanuaHocTTa Ha Pernament /EC/ 380/2010, 4e
cbllecTByBa npotmBopeune Mexagy O6wute npasBuna 3a TbiKyBaHe Ha
KombuHupaHaTta HOMeHknatypa OT - npunoxeHume 1 kbm PernameHt /EO/ Ne
1214/2007 Ha KomucuaTta 3a nameHeHue Ha lNpunoxeHune Ne 1 Ha PernameHt /E./
Ne 2658/ 1987 Ha CbBeTa OTHOCHO TapudHaTa 1 CTaTUCTUYECKA HOMEHKNaTypa m
obwata muTHmdecka Tapuda u PernameHT Ne 380/2010 r. CwbrnacHo
pasnopenbara Ha un. 628 MK korato TbnkyBaHeTO Ha pasnopeAba oT NpaBoTOo Ha
EC vnu TbnkyBaHeTo 1 BannaHOCTTa Ha akT Ha opraHuTe Ha EC e oT 3HaveHue 3a
NpaBWUIHOTO pellaBaHe Ha OenoTo, 6bnrapckuMaT cbg Npaeu 3anutBaHe A0 Cbaa
Ha EBponencknte obwHocTu. B Tekcta Ha un.629, an.3 MK e npeasuaeHo, 4e
CbAbT OTMNpaBs 3anuTBaHe 3a TbllKyBaHe, OCBEH KOraTto OTroBOPbT Ha BbNpoca
npomn3TnU4a SICHO U HegBYCMMUCNEHO OT NpPeaulHo peweHne Ha C. unn 3HavyeHmneTo
M CMUCBNBT Ha pasnopenbaTta unm akTa ca TOMKOBa SICHU, Ye He ByaaT HUKAKBO
CbMHeHue. CbrnacHo un. 9, nap. 1, 6yksa a ot PernameHT Ne 2658/87 OTHOCHO
TapudHarta n ctatuctuyecka HomeHknatypa n Obuwarta mutHnyecka Tapuda K. no
HOMEHKNaTypaTa e BfacTeH ga npuema Mepku no npunaraHe Ha KombuHupaHara
HOMeHKnatypa u T. NO OTHOWeHWe no—cneumanHo Ha a/ knacudukaumarTa Ha
CTOKUTE B HOMEHKNaTypuTe no 4un. 8 n obacHutenHute 6enexkn. CbmHeHue 3a
BanugHocTTa Ha PernameHt Ne 380/ 2010 r. 61 Bb3HWKHANO Npyv MOTUBMPAH 0BOL
3a NPOTUBOPEYMETO MY C aKT Ha NbPBUYHOTO OBLLHOCTHO NpaBo. TBBLPAEHMETO, Ye
ABaTa aKkTa OT eJHaKbB paHr Cu NpoTuBopeYaT, He 060CHOBaBa HeOBXo0aMMOCT OT
OTnpaBsAHe Ha npelauumanHo 3anuTBaHe, C Orfied Ha KOeTo UCKaHeTo cnenBa Aa
6baoe ocTtaBeHo 0e3 yBaxeHue. PernameHT Ne 380/ 2010r. uenu ga ocurypu
efHakBoTO npunaraHe Ha KomOGuHMpaHaTta HOMEHKNaTypa OT BCUYKM CTPaHu
yneHkn Ha EBponenckusa cbio3d. C Hero He ce BbBeXAaT M3MEHEHMS Ha KOLOBETE B
KombuHupaHaTa HOMeHKNaTypa v crieaBa ga Hamepu NpunoXxXeHne nNpu pellaBaHe
Ha npouecHus cnop /peweHus no agm. geno Ne 4998/ 2010 r., agm. geno Ne
11752/2012r. BAC/.

[Mpy ropHUA aHanm3 cbA4bT NPUEMA, Y€ OCMOPEHUAT akT € u3gageH OT KOMMETEHTEH
no matepusa opraH, Npu crnasBaHe Ha U3nCKBaHUATa 3a oopmMa 1 MOTUBMPAHE U Ha
npouecyanHuTe npasuna, a MaTtepuanHUAT 3aKoH € NPUOXEH NPaBUITHO.

C ornen vsxoga Ha OenoTo pasHOCKM ce cnedBaT camMO Ha OTBETHMKA, U npu
CBOEBPEMEHHO 3aABEHOTO MCKaHe ce npucbXaat B pasmepa no yn. 36, an. 2 ot
3akoHa 3a agBokaTtypara.

BooeH oT n3anoxeHoTo, CbabT

PELUN:



OTXBbBPIIA ocnopaHeTo Ha [dupma], EUKIEUNK] cpelsy pewerHne Ne 9600 0210/
26.06.2012 r., n3gageHo OT HayanHuka Ha MwuTtHuya CTonuyHa, C KoeTo e
onpeeneH HoB TapudeH Homep Ha cToka Ne 2 no EAL] Ne12BG005807H00052020/
22.05.2012r.

OTXBbPNA nckaHeTto Ha [dupma], EMK[EWK] 3a oTnpaBsaHe Ha npetoguumanHo
3anutBaHe 0o Cbaa Ha EBponenckms cblo3 OTHOCHO BanuaHocTTa Ha PernameHT
/JEC/ Ne 380/ 2010 r. Ha Komucuata ot 30 anpun 2010 roguMHa OTHOCHO
KnacuMpaHeTo Ha HAKou cTokn B KoMBUHMpaHaTta HomeHknaTtypa.

OCBXOA [dupma], EWUKI[EUK], [HaceneHO wMscCTO],[XK], [xunuweH agpec]
npeacrtaensieaHo ot B. . M., ga 3annatu Ha HadanHuka Ha MuTHuua Aeporapa
C. cymaTta 150 /cTo 1 neTaeceT/ neBa pasHOCKM NO 4ENOTO.

PeweHneto moxe ga ce obxanesa B 14 AHEBEH CPOK OT CbOOLLIEHNETO 40 CTpaHUTe
3a NOCTaAHOBSIBAHETO MY C KacauunoHHa »anba npegq BAC Ha PB.

CbanA:



