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PEITIAMEHT (EO) Ne 438/2007 HA KOMUCUATA

ot 20 anpun 2007 ropuHa

OTHOCHO KJIaCMpPaHETO Ha HSAKOMU NMPOOYKTHU B KOM6MHMpﬂHaTEI HOMEHKIIaTypa

KOMUCHATA HA EBPOIEMCKUTE OBLIHOCTH,

KaTo B3€ IIpEnBUI ]Iorosopa 3a Cbh3JaBaHE Ha EBpOl'ICI?[CKaTa 06ILIHOCT,

kato B3e mpemsun Permament (EMO) Ne 2658/87 ma CebBera or
23 jomu 1987 TI. OTHOCHO TapuQHATA M CTATUCTMYECKA HOMEH-
giarypa u OOmara mutHmdecka Tapuda (1), M MO-CIelManHO uieH
9, maparpa¢ 1, 6yksa a) or Hero,

KaTo Mma npensup, 4e:

(1) 3a ma Gbue rapaHTMpPAHO €IHAKBOTO MpuTaraHe Ha KoMOMHM-
paHaTa HOMEHKIIaTypa, IpwioxeHa KbM Permament (EVO)
Ne 265887, e HeoOxommMo ma ObIAT IPHUETM MepKH
OTHOCHO  KJIaCMPAaHETO  HA  CTOKMTE,  IIOCOYCHM B
TMPUIIOKEHNETO KbM TO3M PEITIAMEHT.

(2)  Permament (EMO) Ne 2658/87 ompenenst obumre npasunia 3a
ThIKyBaHe Ha KomOuHupasara HomeHKatypa. Tesu mpasmia
ce MpUsaraT ChblO TakKa KbM JAPYTM HOMEHKIATypH, KOUTO ca
VBLLSUIO WM YaCTMYHO OCHOBAHM HA Hesl MM KOUTO H0GaBST
TOMPA3eNyt KbM Hesl M KOMTO Ca Ch3IAfeHN ChC CIeLMPUUHN
pasnopen6u Ha OGLIHOCTTA C LeN PUITAaraHeTo Ha TapudHM 1
IIPyTU MepKM, CBbP3aHM C THPTOBMATA ChC CTOKIL.

(3) Cbr1acHO Te3u OO MPaBWIIA CTOKWTE, OMMCAHM B KOMOHA 1
Ha TabnuuaTa OT MPUIOXKEHNETO KbM HACTOSILIMS PErNIaMeHT,
cemBa ma Obmar KimacupaHm cmopen  kogosere mo KH,
MOCOUEHM B KOJIOHA 2, MO CWiIaTa Ha OCHOBAHMATA,
MOCOYEHN B KOJNOHa 3.

(4)  YMecTHO e fma ce mpemumyM, 4Ye OOBbp3BalIaTA TapuPHa
uHbOpMaINs, W3NAEHa OT MMTHMYECKMTe OpraHM Ha
[IbPKABUTE-UICHKYM BbB BPb3KA C KIIACMPAHETO HA CTOKM B
KoMOyHMpaHata HOMEHKIIATypa, KOSTO He ¢ B CHOTBETCTBHE
C HACTOAIMA peITiaMeHT, MOXe [a Oblle TNON3BaHAa OT
TUTYTSAPS 33 CPOK OT TPM Mecelld CBIIACHO WieH 12,
naparpad 6 or Permamenr (EMO) Ne 2913/92 na CoBera
or 12 okromepu 1992 1. OTHOCHO Chb3HaBaHe Ha
MurtHmMuecky komekc Ha OOmHOCTTA (2).

(5)  MepkuTe, mpenBUIEHM B HACTOSIIMSI peEINIAMEHT, ca B
CBOTBETCTBME ~ CBbC  CTaHoBulero Ha  Kommrera 1o
MutHnYecKMs KOHEKC,

[TPUE HACTOSLUMS PETTIAMEHT:

Ynen 1

Crokure, omicaHyn B KoloHa 1 Ha Tabnmmuata OT NPUIOXEHMUETO
TpsibBa ma Obmar Kimacupaum B KomOuMHMpaHaTa HOMEHKIIATypa C
komosere 1o KH, mocoueHy B KOMOHA 2 Ha ChlIaTa TaOMuia.

Ynen 2

OGBbp3Bamata TapudHa MHYOpPMALNS, M3TANEHA OT MUTHUUECKUTE
OpraHM Ha MObpXKaBUTe-UNIEHKM, KOSITO He € B ChOTBETCTBME C
HACTOSIIMSL PETIAMEHT, Moxe [a Oble ION3BaHA 3a CPOK OT TPH
Mecela ChIIacHO uwieH 12, maparpad 6 or Pertament (EVO)
Ne 2913/92.

Unen 3

Hacrosmar pernaMeHT BImM3a B Cijla Ha [BajieceTMst NIeH CIiel]
nyOnkysasero My B Oduyuaned secmHur Ha Esponeiicrug cetos.

Hacrostmmsit pernaMenT € 3aIbJIZKUTEIICH B CBOATA LSJIOCT M C€ Npuiiara MpsSKO BbB BCMYKM ObpXKaBu-

YJICHKU.

CncraBeno B bprokcen na 20 anmpun 2007 rommna.

(') OB L 256, 7.9.1987 1., crp. 1. PernmameHt, IOCIENHO M3MEHEH C
Pernament (EO) Ne 301/2007 (OB L 81, 22.3.2007 r., crp. 11).

3a Komucuama
Liszlé6 KOVACS
Ynen Ha Komucuama

(3 OB L 302, 19.10.1992 r., ctp. 1. Permament, MoCIenHo M3MeHEH ¢
Pernament (EO) Ne 1791/2006 Ha Covsera (OB L 363, 20.12.2006 r.,
crp. 1).



21.4.2007 1.

Od¢uimarnen BecTHNK Ha EBpormeiickus cpro3

L 10419

TIPUTTOKEHME
Onycanme Ha CTOKUTE Knacupare OcHoBanus
(kom mo KH)
1) @ G)
Ipenapar mom Qopmara Ha xemarmHosu Kamcymt. | 2106 90 92 | Kmacuparero ce ompenens oT pasmopenbute Ha o6uut

BcAka Kancyna chobpxa:

Koenszum Q10: 30 mg
CoeBo Macno: 178 mg
Coes neuutus: 6,3 mg
Kokocoso macno 15,1 mg
[Tuenen Bocwk: 15,1 mg
[lanMoBo Macnio: 45,5 mg

Macnarta M BOCBHK®T, CbbpKaly c€ B IIpenaparta,
CITy2KaT 32 HOCUTEIT U ITBITHUTEN

TlponykThT ce mpeuiara 3a nponaxba Ha IpeGHO
Cpobpasso ykasanmsra koesum Q10 mMa aHTMOK-

CUJIAHTHO JIEMCTBME M C€ WU3MOJI3BA KaTO [OMOIIHO
CpeICTBO NpU HapyLIEHNs Ha Kp'bB006paI]_[€H]/leT0

mpawta 1 m 6 3a ThiKyBae Ha KomOGummpanara
HOMEHKITaTypa, 3aberiexkka 1 a) kbM miasa 30 u or
Tekcta Ha KomoBe mo KH 2106, 2106 90 nun
2106 90 92

[IpomyKTsT € u3KIoueH oT mosuums 1517, Twil Kato
MacraTa M BOCBKBT, CHIBPXAllM Ce B HEro, CIyXar
IMHCTBEHO 3a HOCHTeNM M IbHuTen. TapudHOTO
KJlacMpaHe Ha MPOIYKTa Ce ONpeleis OT KOEH3UM
Q10; HeroBata KOHLEHTpauusi B NpenapaTta € MHOIO
T0-BICOKA, OTKOJIKOTO eCTeCTBeHaTa My KOHLEHTpaiys
B pacTMTeIHUTE Macia

TTpomyKThT He MoXe Ha Oble Kiacupan B rasa 30,
TBI1 KaTo TpernopbyaHaTa go3upoBKa Ha KoeHsum Q10
€ He[JOCTATbYHA 33 TEPAIIeBTUYHO WM MPOPUIAKTUYHO
THeincTBIe

[ponyKThT Ce Kiacupa Kato XpaHMTeNHa H0OaBKa Mo
cMuchiia Ha nozumms 2106




