EAAHNIKH AHMOKPATIA

- AAA: QMT94653INIM-8X3
INFORMATICS Rgisly sgnedy

?E\\é%'-,\?CF’YM EN Bae: sot6.0851 165051

Reason:
Location: Athens

AOnva, 04-08-2016

YNOYPIEIO ArPOTIKHZ ANANTY=HZ & TPODIMQN
FENIKH A/NZH BIQZIMHZ OYTIKHZ NAPATQrHz Ap8. Npwrt.: 2122/24182

A/NZIH NPOITAZIAZ OYT. NAPAMQrH:
TMHMA OYTOMPOITATEYTIKQN
& BIOKTONQN NPOIONTQN

Tay. A/von: Zuyypou 150

Tax.Kwdwkag: 176 71, KaAAOéa, AGRva

TELEFAX: 210 9212 090

MNPOZ: TAFARM, IQANNHZ KQN.
TATZIPAMOZ ENE

NAnpodopiec: K. MntoomovAou, E. Opayavakn XplotiavounoAswg 108,

TnAédwvo: 210 9287165, 210 9287249

OEMA: Xopriynon opLoTKAG £YKPLONG
oTo BLoktovo (anwontiko)
ANTIPHLEBOTOME SPRAY

11146 MoAdrtot

ANOOD®AZH

O MPOIZTAMENOZ THZ FENIKHZ AIEYOYNZHZ BIQZIMHZ OYTIKHZ NAPATQrHz

‘Exovtag unoyn:

1. T dlatagelg Tou kavoviopoL (EE)

aplB. 528/2012 tou Eupwmnaikol KowofouAiou kot

Tou ZupPouAiou TnG 220G Maiou 2012 oxetikd pe tn dLdBeon otnv ayopd Kot Tn xpron
Bloktovwy Kal eldikotepa To Apbpo 89 map. 2.

2. Tn pe ap®. 132428/7.9.2009 (DEK B'/2110/29-9-2009) Anoddacr HOG yla TOV
«KoBoplopo amaltnoswyv yla TtV £ykplon Bloktovwy Mpoildvtwv mou pe Baon to M.A.
205/2001 (A" 160) avrkouv otoug TUMouC poiovtwy 8, 9, 10, 12, 13, 15, 16, 17, 19, 21

Kot 23».

3. To apBpo 2 tng pe aptb. 4616/52519 KYA (DEK 1367/B/16-05-2016).

4. Tov kavoviouo 1272/2008/EK (CLP) pe Oépa tnv «toflvOUnon E€mMOAUOVON Ko
CUOKEU OO LELYUATWVY», OTIWG TPOTIOTIOLNONKE KOl LOYVEL.

5. Tn pe aplBu. mpwt. 2122/24182/25-02-2016 aitnon tng evdladepopevng eTalpeiac.

6. To pe aplOu. mpwt 2122/24182/25-02-2016 mpwtokoAAo e§€Taong Tou pakéAou.
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Anodacilovpe

I. XopnyoUue oploTikn €ykplon pe aplOpo TM19-0231 oto Ploktovo e Ta akoAouBa

otolyeia:
1. Epmopko ovopa: ANTIPHLEBOTOME SPRAY
2. Mopdn: uypo (AL).
3. Eyyunuévn oUvOeon: Citrodiol 20% B/B
Bon®B. ouoieg 80 % B/B
4. NepLEKTIKOTNTA TWV TEXVIKA KaBapwv Spactikwy ovowwv og kabapr) dpaotikr ouoia:
100%.
5. a. Nopaockevaotigtng 8.0.: FULLTEC GmbH, Auotpia.
B. Epyootactio mapackeung tng 8.0.: FULLTEC GmbH, Auotplia.
6. a. Katoxog tng €ykpiong: TAFARM, IDANNHZ KON TATZIPAMOX ETIE,
Xplotiavoumodewg 108, 11 146 FaAdtot, EAAGSa.
B. YneUOuvog yia tnv TEAKA CUOKEUOOLO KO OAAVON: O KATOXOG TNG €YKPLONG.
7. NMapaokevaoTtAg Tou oKevdopatog: TAFARM, IQANNHZ KON TAT2ZIPAMOZ ENE,
EMN\aba.
8. EpyooTtaclo mapaoKEUNG TOU okevaopatog: Morpheus, FaAAla.
9. EpyooTtdolo cUCKeEVLAGLOG Tov oKEVAopatog: o) Morpheus, FaAAia. B) TAFARM ENE,
EMN\aba.
10. Zuokevaoia: Eidog — MéyeBog: Dlaheg pe avtiia Pekaopou trigger twv 150, 200,
250, 300, 350, 400, 450, 500 mL.
YAkO ouokevaciag: OLaleg amo moAvalBulévio.
Y€ eudaveC onpeio TNG ETIKETAG TNG CUCKEUAT(AG va UTIAPXEL N dpaon:
«MAKPIA AMNO MNAIAIA»
11. Zto)0G yLa Tov onoio npoopiletal — Tpomog dpaong:
ATwONTLKO yla KOUVOUTILA KOIL OKVITTEC TTIOU TTAPACLTOUV TO OKUAO Kall TOV
TiepBAaiAovta Xwpeo Toug
12. Tponog edpapHoyng:

Edbapudletal oe 0Ao 10 cwpa tou {wou peE PEKAOUO OTO Tpixwua, HUE
WOlaitepn €udaon ota moSla KAl 0TI TTATOVOEG, HOKPLA aTtd TO TPOCWIO
TOU KOlL YEVIKOTEPQ OO CNUELQ TOU CWHOTOC TIoU Uropet va yAeip el to Lwo.
To mpoiov koA eival va edappoletal kol otov mepBAAlovia Xwpo Tou
{wou, amopakpuvOei To {wo Kat n Tpodr Tou.

Metd tov Pekaoud, adnote va OTEYVWOEL TO Tpolov ywo 15-20 Asmrtd
nepimov.
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13. daopa dpaong:

MNneaio 2TOXOI AOZEIZ XPONOZz EOAPMOTIHZ
E®OAPMOTIHZ
Tplxwpo okVAOU KouvoUTia kat 6 Yexkaouol ava Ka®’ 6An tn SLlapkeLa Tou
KoL OToV oKvimneg TiAXN XEPLov XpOvou
nieplaAiovta (1,2ml), yia okUAO
XWwpo peoailou peyeboug
20kgr

14.

15.

16.

17.

18.

19.

20.

Erouaven cUudwva pe tov Kavoviouo (EK) aptB. 1272/2008

Ewkovoypappota Kivduvou:

Npoegidonontikni Aé§n: Mpoocoxn

AnAwoelg emkwvduvotnTag:
H319 MNpokahel coBapo ohOAAULIKO epeBLOUO.

AnAwoelg npodpuAagng

P102 Makpld oo motdid.

P264 MAUVETE Ta XEPLO OXOAAOTIKA LETA TO XELPLOUO.
P280 QopEote MPOOTATEUTIKO EEOTIALONO.

Npwteg BorBeieg:

P305 + P351 + P338 ZE NEPINTQZIH ENA®HZ ME TA MATIA: ZeEMAUVETE TPOCEKTLKA
LE VEPO YLlO OpKETA Aemtd. Eav umtapyouv ¢oakol emadrg, adalpeate Toug, epocov
elval evkolo. Tuveylote va EemAéveTe.

P337+P313 Eav 6&gev umoxwpel o o0¢dOaAukog epebiopog: JupPouleuBeite/
EriokedOeite ylatpo.

Avtidoto: Asv untdpyel. AkohouBrote cupmTwHaATikg Bepamneia.

TnAépwvo Kévtpou AnAntnpidoswv: 210 7793777

Xpovikr) otaBepOTNTA TOU OKEUACHATOG:
Y€ YWwpo 6pocePo Kal ENpo oTNV apXLKr KAELOTA TOU cuoKeuaoia, Statnpeitol
otaBepd ya tpia (3) xpovia amod Tnv nUepoUnvia MapacKEUNAG.

Kataotipata nwAnong:
Erutpénetal n mwAnon tou Kal amd Kataothuata tpodiuwv kal dappakeia oe
Wdlaitepouc xwpoug (padla, mPoBAKeg KAL) poll HE QMOPPUTIAVTIKA OAAG HOKPLA

Qo TPOGLUA, KOAAUVTIKA Kol pAapUaKa.



ΑΔΑ: ΩΜΤ94653ΠΓ-8Χ3


AAA: QOMT94653IMIM-8X3

Il. Keipevo Etikétag:
a. Na eivat cuudwvo pe To apbpo 69 tou kavoviopoL (EE) aptB. 528/2012 kat pe tnv
napovoa anodaon.
B. Mo kdBe ouokevacia, mpww amd tn O61dBeony tng otnv EAAnVIK) ayopd, va
nipookopiletal otnv Yriinpeoia n TeAKN €TKETA TNG.

. Me tnv emidpvAaén tou apb.89 map. 2 Tou kavoviopoL (EE) aplB. 528/2012, n napoloa
€YKpLON LOXUEL:

A) pExpL va gykplBei n Spaoctikn ovoia Citrodiol mou mepiéxetatl oto ANTIPHLEBOTOME
SPRAY, ywa TMN19 kol CUYKEKPLUEVA €WG TNV NUEPOUNVia €ykplong tng mou Ba opilel o
EKTEAEOTIKOG KOWVOVLOHOG TNG EMLTPOTAG oUUdwva pe to apBpo 9 tou kavoviopouL (EE) apt.
528/2012.

B) pnéxpL va ekboBei n €ykplon Tou MPOIGVTOG, CUUPWVA HE TOV WG AVW KOVOVIOUO Of
TEPIMTWON cUPUOPPWONG TOU KATOXOU HE To apBpo 89, map 3 autou.

H NPOISTAMENH THZ FEN. A/NZHZ
BIQSIMHE DYTIKHE NAPATQrH:

E. AOANAZONOYAOY
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