PEI'JIAMEHT (EUO) Ne 4/97 HA KOMUCHUSATA
ot 3 ssuyapu 1997 roquna

OTHOCHO KJIACHPaHeTo Ha ompenejienn cTokn B KomOuHupanaTa HoMeHKJIaTypa

KOMUCHUSATA HA EBPOITEMCKUTE OBIITHOCTH,
Karto B3e nmpensun JloroBopa 3a ch3naBane Ha EBporelickara oOIIHOCT,

kato B3e npeaBun Permament (EMO) Ne 2658/87 nma CwBera ot 23 toau 1987 r. OTHOCHO
TapudHaTa U CTATUCTHYECKa HOMEHKIaTypa u O0Iara MUTHUYECKA Tapmbal, IOCJICTHO U3MEHEH
¢ Perimament (EO) Ne 2493/96 na KOMI/ICI/I}ITaZ, M TIO-CIICIMAJIHO WIEH 9 OT HEro,

KaTo uMa MpeABUja, Y€ C Led Jla Ce OCUI'YpH enHakBo mnpuiaraHe Ha KomOuHupanara
HOMEHKJIATypa, IPUI0KEHA KbM IIUTUPAHUS MO-TOPE periaMeHT, € HeoOX0IuMo Jla ce mpuemar
pasmopeadu 3a KIACHpPAaHETO Ha CTOKUTE, BKJIIOYEHH B MPUIOKEHUETO KbM HACTOSIIUS
perjameHr;

karo uMa npeasun, ue Permament (EMO) Ne 2658/87 ycTanoBsiBa 00IIKTE paBUIIa 3a THIKYBaHE
Ha KomOuHMpaHata HOMEHKJaTypa M Te3M IpaBWia ce MpuwiaraT M 3a BciKa Jpyra
HOMCHKJIaTypa, KOATO C€ OCHOBaBa MH3OAJIO0O HJIWM YaCTUYHO Ha HCI MWW KOATO I[O6aB$[
MOJIpa3/ieIeHusl KbM Hesd U KOSITO € YCTaHOBEHa upe3 clielUalHu pasnopenon Ha OO6IHOCTTA C
orJjieJ Ha nMpujiarane€To Ha TapI/I(l)HI/I WK APy MEPKHU, CBbpP3aHu C ThbProBusaTa CbC CTOKH;

KaTo UMa MIpPEIBUJ, Y€ 4pe3 MpUIaraHe Ha YIOMEHATUTE IMO-rope NMpaBHJa CTOKUTE, OIMCAHU B
KoJoHa 1 oT mpuioxeHaTta TabauIa KbM HACTOALIUS perjiaMeHT, TpsiOBa Aa ObJIaT KilacupaHu
o cboTBeTHUTE KooBe no KH, nmocoyenu B KojoHa 2, Bb3 OCHOBA Ha MOTHBMTE, IOCOUYECHHU B
KoJIoHa 3;

KaTo MMa MpeaBHl, Ye ChIVIACHO pa3nopeadute Ha wieH 12, maparpad 6 ot Permament (ENO)
Ne 2913/92 na CwBera oT 12 okToMBpHu 1992 r. OTHOCHO Ch3JaBaHe Ha MUTHHUYECKH KOACKC Ha
06111H00TTa3, € TOJXOAII0 MOA3BaHeTO Ha 0OBbp3BaimiaTa TapupHa nHpopMalus, U3aaeHa OT
MUTHHYECKUTE OpraHu Ha JIbPKaBUTE-WJIEHKH 3a KJIACHPAHETO Ha CTOKM B MHTHHYECKaTa
HOMEHKJIATypa, U KOSITO He ChOTBETCTBA Ha pa3nopeduTe, yCTAaHOBEHH C HACTOSIIIHS PErJIaMeHT,
Jla MOK€ J1a C€ MPOIBJDKHU 32 MIEPUOJ] OT TPH Mecella OT TUTYJIAPA;
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KaTo MMa MPEIBHUI, Y€ MEPKUTE, NPEABUIECHN B HACTOSAILMS PEIIAMEHT, Ca B CbOTBETCTBHUE ChC
CTaHOBMILETO Ha cekuus ,, TapupHa M cratucTuyecka HOMeHKiIarypa“ kbM Komwurera mno
MuTHHYECKHS KOEKC,

IIPUE HACTOMIIWSA PET'JTIAMEHT:
Ynen 1

CrokuTte, onucaHy B KoJloHA | OT mpuiiokeHaTa Tabiuia, ce KIacupar 1moj, ChOTBETHUTE KOJOBE
o KH, mocouenu B kosioHa 2 OT yroMeHaTaTa TabJuIia.

Ynen 2

CewriacHo pasnopendure Ha uieH 12, maparpad 6 ot Permament (EMO) 2913/92 non3Banero Ha
obOBBp3Bamiata TapudHa WH(MOpPMANHUS, HW3AJCHA OT MHUTHHUYECKATE OpPraHd Ha JIbpKaBUTE-
YJICHKH, KOSATO HE ChOTBETCTBA HA Pa3NoOpe0UTe, YCTAHOBEHU C HACTOSIIHS PErJIaMeHT, MOXE Ja
ObJIe TPOABIKEHO 3a TIEPUO]] OT TPH MEcela.

Ynen 3

HacrosimusT pernameHT BiM3a B CHJIa HA JBAJECET W IbPBUS JEH Clie]l MyOJUKYBAaHETO MY B
Oguyuanen secmuux na Eeponetickume obwnocmu.

HaCTOﬂHII/IHT PEMIIaMCHT € 3aABJDKUTCIICH B CBOATA LAJOCT M CC IpUJiara MnpskKO BBB BCHUYKH
ABbpPrKaBHU-YJICHKA.

CncraBeno B bprokcen Ha 3 sHyapu 1997 roauna.
3a Komucuama:
Mario MONTI

Ynen na Komucusma



1IPHJIO’KEHUE

Knacupane

OrnucaHue Ha CTOKUTE (Ko o KH) MoTtusu
1) (2) (©)
[Ipenapar, npencraBen wim noja ¢opmara | 3306 10 00 | Knmacupanero ce ompenens OT

Ha IacTa, apoMaTu3upaHa C MEHTa WU
aHACOH, WJIM BBB BUJ Ha apoMaTH3HpaH C
MEHTA I'eJl ChC CICAHUS ChCTAB:

nuHatpues (payopdocdar 0,760 g
HaTpues Qayopu 0,3315¢

(250 mg aktuBeH ¢uyopun Ha 100 g)
HaTpueB OCH30aT 49
EKCIIUTTUEHT (.S.. 100 g

To3u mpenapaT, W3MOA3BaH KAaTo macra 3a
350H, Ce MycKa B MPOjiak0a B OMAKOBKH OT
50, 75 wim 125 ml.

pasnopenoure Ha o0mu mpaBuna 1
u 6 3a  TBJIKYBaHE Ha
KoMOuHMpanaTta HOMEHKIIATypa, OT
3abenexka 1 d) xem rmaBa 30,
KaKTO M OT TEKCTOBETE Ha KOJOBE
o KH 3306 u 3306 10 00.




