PEI'JIAMEHT (EO) Ne 1858/98 HA KOMUCHSATA
ot 27 aBryct 1998 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. OoTHOCHO
TapuQHaTa U CTATUCTHYCCKa HOMEHKIaTypa u O0Iara MUTHUYECKA Tapmbal, MOCJIEHO U3MEHEH
¢ Pernament (EO) Ne 1048/98 na Komucusita®, 1 110-CIIeLHanHo wieH 9 oT Hero,

KaTo uMa MpeABUjA, Y€ C Led Jla Ce OCUI'YpH €aHakBo 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 mupensun, 4de Permament (EMO) Ne 2658/87 ycraHoBsBa oO0mmTe MpaBwia 3a
ThJIKyBaHeTO Ha KoMOMHMpaHaTa HOMEHKJIATypa M T€3H MpaBHjIa ce MpUjlaraT U 3a BCSIKa JIpyra
HOMEHKJIATypa, KOATO C€ OCHOBABa, M3ILUIO WM YAaCTUYHO HA Hesl, MJIM KOATO J00aBs, ako €
HEO0XO0MMO, TOJIPA3JICIICHUsI KbM HEs, U KOATO € YCTaHOBEHA 4Ype3 CICIHAIHH pa3lopenoHn Ha
OOmHOCTTa, C OrJie]l MPHJIAraHeTO Ha TapU(PHU WIA JPYTH MEPKH, CBBP3aHH C THPrOBUATA ChC
CTOKH;

KaTo WMa TpEeaBHJ, Y€ 4Ype3 MpujaraHe Ha YIOMEHATHTE IO-TOpe OOIIM IpaBUjia CTOKUTE,
OMHMCaHW B KOJOHAa | OT mpuiokeHaTa TaOJWIla KbM HACTOSIIMS pErjiaMeHT, TpsaOBa Ja ce
KJIacupaT 1moJ choTBeTHUTE Kojoe mo KH, mocodenu B kojioHa 2, B3 OCHOBAa Ha MOTHUBUTE,
MOCOYEHHU B KOJIOHA 3;

KaTo MMa TMpeABU, Y€ ChIIacHO pa3nopenoute Ha uwieH 12, maparpad 6 ot Permament (EMO)
Ne 2913/92 na ConBeta ot 12 oktomBpHu 1992 r. oTHOCHO ch3aBaHe HA MUTHUYECKH KOJEKC Ha
OGHOCTTa® € MOAXO/IAIIO MON3BAHETO Ha OOBBp3BaIIaTa TapudHa MHGOPMAIHS, H3aACHA OT
MUTHUYECKUTE OpraHU Ha Ibp)KaBUTE-UJICHKU 3a KJIacUpaHeTo Ha cTokuTe B KomOmHHMpaHaTa
HOMEHKJIaTypaTa, KOSATO HEe ChOTBETCTBA HA pa3Nopea0UTe, YCTAHOBEHHU C HACTOSIIIHS PETIaMeHT,
Jla MOK€ J1a C€ MPOIBJIKHU 3a MEPUOJ] OT TPU Mecella OT TUTYJISAPA;
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KaTo MMa TMPEeJBUI, Y€ CEeKIusA ,, [apudHa U cTaTUCTHYECKAa HOMEHKIarypa“ kpbM Komwurera 1o
MuTHHYECKHSI KOJEKC HE € M3pa3uila CTaHOBUILE B CpPOKa, ONPENENIEH OT Ipeiacenarens, Io
OTHOIIICHHE Ha MPOAYKTA OT TOYKa 3 OT MpUiIOkKeHaTa Tabauna;

KaTo uMa MNpPEeBUI, Y€ MEPKUTE, MPEABUACHU B HACTOSIINS PErJIAMEHT, CA B CbOTBETCTBUE ChC
CTaHOBMILETO Ha cekuus ,, TapupHa U cTarucTuyecka HOMeHKinarypa“ kbM Komwurera mno
MuTHHYECKHSI KOJEKC II0 OTHOLIEHUE Ha MPOAYKTUTE OT TOuku 1, 2 u 4 oT mpuiokeHaTta
TabIuIA,

I[TPUE HACTOAIMA PETJIAMEHT:

Ynen 1

CTOKI/ITG, OIIMCaHU B KOJIOHA 1 oT IMPpUIIOKCHATa Ta6JII/IIIa, CC KJ1acupart 1noa CbOTBETHUTEC KOJOBC
110 KH, IIOCOYEHH B KOJIOHA 2 OT YIIOME€HaTaTa Ta6J'II/II_[8..

Ynen 2

CwriacHo paznopendbure Ha wieH 12, naparpad 6 ot Pernament (EMO) Ne 2913/92 nonzeanero
Ha oOBBp3Bamiara TapudHa wHPOpMAIUs, H3AaeHA OT MUTHHYSCKUTE OPraHU Ha JIbpKaBUTE-
YJICHKH, KOSTO HE ChOTBETCTBA HA Pa3NoOpe0UTe, YCTAHOBEHU C HACTOSIIHS PErJIaMeHT, MOXE Ja
ObJIe TPOABIIKEHO 32 TIEPUO]] OT TPH MECela.

Ynen 3

HacrosmusaT pernameHT BiM3a B CHJIa Ha JBAJECET U IbPBUS JIEH Cliel] MyOJUKYBAaHETO MY B
Oguyuanen eecmnuk na Esponetickume oownocmu.

HaCTOﬂHII/IHT PEMIIaMCHT € 3aABJDKUTCIICH B CBOATA LAJOCT M CC IMpUJiara MnpsaxKO BBB BCHUYKH
ABPIKaABU-UJICHKH.

CncraBeno B bprokcen Ha 27 aBryct 1998 roauna.
3a Komucuama:
Karel VAN MIERT

Ynen na Komucusma

ITPUJIO’KEHUE

Onucanue Ha CTOKUTE Knacupane | Motusu

(Kon o

KH)
1) (2) 3)
1. Ilpax ot xpyusn Ha akyna cbe | 03051000 | Knacupanero ce ompenens OT 0OLIU
CJIEIHUTE XapaKTEPUCTHKHU: nmpaBuiga 1 m 6 3a TBIKYBaHETO Ha
— cyxo BemecTBo: 95 % KomOuHupanata HOMEHKJIaTypa M OT
— nenei: 65 % TekcToBeTe Ha komoBe mo KH 0305,




— npoteunu: 22 %

0305 10, 0305 10 00.

2. Ilpax or Xpyupsul Ha akyjga B
KEIATHHOBU KaIlCYJIH CbC CJICIHUTE
XapaKTePUCTHKHU:

— cyxo BemecTBo: 94 %

— menent: 60 %

— npoteuHu: 26 %

0305 10 00

Knacupanero ce ompexaenss OT o0
npaBwia 1 W 6 3a THIKYBAaHETO Ha
KoMOuHMpanata HOMEHKJIATypa H OT
TekcToBeTe Ha komoBe mo KH 0305,
0305 10, 0305 10 00

3. Cmec ot panuyno Mmacio (97 %) c

MCTHUJIIOB €CTEp OT MacCJIO0O OT paluria
(3 %)

1518 00 99

Knacupanero ce ompexaenss oT o0
npaBwia 1| W 6 3a THIKYBAaHETO Ha
KoMOuHMpanata HOMEHKJIATypa H OT
TekcToBeTe Ha komoBe mo KH 1518,
1518 00 u 1518 00 99

4. OBanHu Kamcyaud OT IKEJIATHH,
YepBeHUKaBOKa(sBU, 'BJIHU c
BEIIECTBO BHB BHJ HAa MacTa B IBAT
oxpa. Beska kancyna e chcTaBeHa oT:
— 38 mg BOACH EKCTPAKT OT MPOCO,

— 32 mg MacJeH eKCTPaKT OT IPoco,
— 178,5 mg macio OT NIIEHUYEH
3apojul,

— 1,0 mg ot L-uuctuH,

— 5,0 mg or KajmueB NAHTOTEHAT,
CBhII0O M COEB JICIUTHH, BOCHK,
MarfHe3ueB OKCHJI, TJIMIICPHH, KEJIATUH
1 COpOUTOIT

2106 90 92

Knacupanero ce ompexaenss OT o0
npaBuia | um 6 3a TBHIKYBAaHETO Ha
KomOunupanata HOMeEHKiarypa, OT
3abemexka 1 a) kpMm TimaBa 30 u oT

TekcToBeTe Ha komoBe mo KH 2106,
210690 1 2106 90 92

To3u npoAyKT € XpaHUTEJIEeH mpenapar,
ChIbPIKAL] MHOKECTBO ChbCTAaBKU




