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«Tpomomnoinon g pe apd. 2186
OPLOTIKIG £YKP101]G T0L
(PUTOIIPOCTATEDTIKOD IIPOIOVTOG
(axapeoktovo) APOLLO 50 SC
(6.0. clofentezine) wg mpog Vv
Talvopnon kat CHpavon Tov
OKELACHATOG»

AITODPAXH
O

ABnva, 6 - 11 - 2015
Apf. mpwt:  13585/154755I1E

AADA TEQPTIKA E®DOAIA AEBE
EBvkng Avtiotdoewg 73
T.K.: 15231 Xalavdpt

ANAIIAHPQTHX YIIOYPIOX ATPOTIKHX ANAIITYEHX KAI TPODPIMQN

‘Exovtag vmoyn

1. Tov Kavoviopo (EK) ap18. 1107/2009 (L 309/24.11.2009) tov Evpwnaikod KotvopBovAiov

Kat Ttov ZopPovAiov g 21 OxtePpiov

2009 oyxeuka pe T Oudbeon

(PULTOIPOOTATEDTIKOV IPOIOVI®V OV dyopd KAl TNV KATdPynon Tov odnyli®v
79/117/EOK kat 91/414/EOK tov ZopPovAiov kat e1dikotepo to apbpo 45 avtoo.

2. Tov Kavoviwopo (EK) apif. 1272/2008 Evpwnaikod KowvoPovAiov kat tov ZvpPovAioo
g 16ng AekepPpiov 2008 yia v tadtvopnor), Vv €MOavor) KAt 1] OVOKELACLA TOV
OLOWWV KAl TO®V HEWHAT®V, TNV TPOIOIOINON KAl TV KATAPYNO TV odnyl®mv
67/548/EOK xat 1999/45/EK xat wmv Ttpomomnoinon tov xavoviopov (EK) apib.

1907/2006.

3. Tov N. 4036 (PEK 8/A/27-1-2012) oxetka pe 1 Owdbeon ye@pylK®V QAPPUAKDV OTNV
ayopd, TV opBoloyikr] Xp1jon avtmV Kdat oova@eig Otatddels.

4. Tn pe app. Y 26/06-10-2015 (PEK 2144/tB'/06-10-2015) amogaon avabeong
appodottev tov [Tpwbomovpyod otov Avanmnpwtr) Yroopyo Aypotikng Avdamtodng

kat Tpogipov Mdapko Mnolapr.
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5. Tn pe apd. Ilpwt. 6252/78481(PEK 1503/B/17.07.2015) amogaon petafipaong too
dkaiwpatog vooypa@ng «pe evioAr] Avaninpot) YHoopyov» otov Avannpot)
leviko Tpappatéa, Tevikdo TI'pappatéa Aypotikng ITohtikriig xat  Awayeipiong
Kowotwwv Iopwv, Ilpoiotapevoog I'evikrg Atevbovorg, Ilpoiotapevoog Atevbovong,
[Tpototapévoog Tunpatog xkat YmevOovoog I'pageiov ToL HpoONV  YHovpyeioo
Aypotikr|g Avamtodng xat Tpogipmv.

6. Tn pe api. INpwt. 13585/154755/5-12-2014 aitnor) g evoragpepopevng etatpetag.

ATTODPAXIZOYME

I. Tpororotovpe v pe apd. 2186 opilotikr) adewa OSwabeong otV ayopd Tov
(PLTOIPOOTATEDTIKOV IPOiOVTog (axkapeoktovo) APOLLO 50 SC (8.0. clofentezine), mov
xopnynOnke pe v Y. Api0. 13456/157771 n.e./7-2-1014 YA, dnwg tpomnonou)dnke xat
OY0EL, G IIPOG TNV TASIVOPNOI) KAt OIHAVOr TOV OKEDAOHRATOG.

Yoykekppeva ta onpeia 9, 10 xai 11 Srapop@wvovtat wg e€n¢:

10

11

Zrpavon
OKELAOPATOG:

GHS09

AHAQ2EIX
EITIKINAYNOTHTAZ

AHAQXEIX
ITPOOYAAEHZ

H411 To&wo yia tovg vdpoPlovg opyaviopovg, pe
PAKPOXPOVIEG EMUITWOELG.

EUH208: [Tepiéxet 1,2-Benzisothiazolin-3-one. Mmiopet va
IpoKaAeoel aAAepyiKT) avtidpaon

P405+ P102 ®voldooetat KAelO®PEVO, PAKPL ATIO AL
P270 Mnv tpwte, mivete 1] Kamvifete Otav Xpnolpomnoteite
avTo TO IPOTOV.

SP1 Mnv ponaivete 10 vEPO He TO OKELAOQA 1] TN
ovokevaoia tov. Na pnv mAévete Tov eSOMAIOPO eQPAPHOVI|G
KOVTJ O€ EMUPAVELAKA DOATA.

SPe3 I'ia va npootatéyete Tovg VOPOPLOVG OPYAVIOPOLS VA
AP VETE pa ayekaot) (Ovr) arod Ta EMPAVELKA VePA :

- yia Tig KaAAepyeteg eoreptooetdmv, TovAdaytotov 10
PETPOV

- yia Tig KaAAEpyeleg PNAoeldamV KAt MOPVOKAPI®Y,
TOLAdXOTOV 15 pETP@V OTAV O YEKAOPOG YiveTal pe
ovpPatika akpogvoia 1) 10 petpwv pe ) Xpron
AKPOPLOIWV Pel®ONG TG O1ACIIOPAG TOV YEKAOTIKOD
végpoog kata 50%

EUH 401 I'a va amo@ouyete Toug KIvOOVOLG yid TV
avOpammvn vyeia xat to neptPailov, akoAovdrjote Tig

odnyieg ypriong.
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II. Katda ta Aowurd woyvel n pe apid. 13456/157771 m.e./7-2-1014 amogaon pag  omnwg

Tporornou)dnKe Kat 1oyvet.

O ITPOIZTAMENOZX THX A/NZHX

2. ZOQIPADOX
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