®YAAO OAHINQN XPHZHZ

1. ONOMA KAI AIEYOYNZH TOY KATOXOY THZ AAEIAZ
KYKAO®DOPIAZ KAI TOY KATOXOY THZ AAEIAZ MAPAIrQrHz noy
EINAI YIIEYOYNOZ IN'A THN ANOAEZMEYZH MNMAPTIAQN ZTON
EOX, E®OOZON EINAI AIA®OPETIKOI

Kdé&Toxo¢ Tn¢ adeiag KUKAOPOpPIag:

Pfizer Pfizer Hellas AE, A. Meooyeiwyv 243, 154 51 N. Wuxiko, ABAva

KAK oTtnv Kutrpo: Pfizer Pfizer Hellas AE, A. Meooyeiwv 243, 154 51 N.
Yuxiké, Abrva

Tomkég avrirpoowTrog: VitaTrace Nutrition AE, 2033 21péBoAog, Kutrpog,
TNA: 22 426527

AAK: CY029V-E

Mapaywydc utteuBuvoC yia TNV aTTeAEUBEPWOoN TWV TTAPTIOWV:

Orion Corporation, Espoo, Finland

2. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY MPOIONTOX
ANTISEDAN

3. ZYNOEZH ZE APAXITIKO(A) ZYZTATIKO(A) KAl AAAEZ OYZIEZ
KdaBe ml mrepiéxel 5mg atipamezole hydrochloride.

4. ENAEIZH(EIY)

To Antisedan gvdeikvuTtal yia TNV avaoTpo®r NG NPEUNONG Kal TNG
QVOAYNCiag TTou ETTITUYXAVETAI JE TN XPAON TNG MEVTETOMIBIVNG 1 TNG
oe€pevTeTOUIdIVNG OTO OKUAO Kal 0Tn YATA, KAl YIO TRV avaoTOAA Twv AAAwV
EVEPYEIWV TNG MEVTETOMIBIVNG 1) TNG OECUEVTETOMIBIVNG, OTTWG AUTEG TTOU
TIPOEPXOVTAI OTTO TNV ETTIOPACT] TOU OTO KAPDIOAYYEIOKO KOl OTO
QVOTIVEUOTIKO OUCTNHA.

5. ANTENAEIZEIZ

Na pn xpnoigotroigital o€ éykua (wa. Na pn xopnyeital Tautdxpova he AAAa
@apuaka Ta otroia emMdpouv 010 KNZ, eKTOG aTrd eKeiva TTOU TTEPIYPAPOVTAI
o€ auTO TO QUANO 0dNYIWV.

6. ANENIOYMHTEZ ENEPTEIEZ

270 OKUAO TTapatnpeital TTapodiki utrotacn Ta TpwTa 10 AETTITA PETA TN
Xopnynon. Z& OTTAVIEC TTEPITITWOEIG ITTOPEN va TTapaTnenOei EUETOC,
Aaxdviaopa, apodeuon Kal TPOPWOEIC KIVAOEIS TwV MUWV (TTBavo piyog).
2TIG YATEG, OTAV XpNOIJoTToloUuvTal XauNAEG o€l Antisedan yia Thv PEPIKN
avaoToAf NG dpdong Tou Domitor, Ba TTpétrel va AapBAveral yépipva yia Tnv
QVTIMETWTTION TUXOV UTTOBEPUIag (AKOUN Kal av £XEl avaoTpagei n npéunon.)

Edv rapatnproete omroladAtmoTe goapr fj GAAN avetmiOuunTn EVEPYEIQ TTOU
Oev avagEépeTal aTo TTAPOV GUAAO 0dnyIwv XpAonG,, TTapakaAeioBe va
EVNMEPWOETE OXETIKWG TOV KTAVIATPO 0OG.



7. EIAH ZQQN
2KUAOG, yata

8. AOZOAOrIATIA KAGE EIAOZ, TPONOZ KAl OAOZ(Ol) XOPHIHZHZ

To Antisedan tTpoopieTal yia Xprion oTo OKUAO Kal TN yaTa Xopnyeitai
EVOOUUIKA.

AocgoAoyia.

2KUAor1 :H apiotn d6on Tou Antisedan ekgpaopuévn o€ pg/kg eival
TTeVTammAdola TG d00oNG TNG PEVTETOUIBIVNG TTOU TTPONYHONKE 1} OEKA POPES
NG d60NG TNG degpevTeTOPIdivNG. 'ETOI Ba TTPETTEI VO XOopnyEiTal ion TToooTNTA
Antisedan pe Tnv TTOOOTATA TNG YEVTETOMIBIVNG 1} DEEUEVTETOUIBIVNG TTOU
TTPONYyRONKE.

Otav 1o Domitor éxel xpnolgoTroinBei oTnv TTpoavaiodnTIKA aywyn TG YEVIKAG
avaioBnoiag pe Belotrevridvn-aloBavio, To Antisedan utropei va
XpnolyotroinBei yeTeyxeipnTIKA yia va avacoTeiAel TV dpdon Tou Domitor Kai
va emiTaxuvel TRV avavnyn. Z& auth TNV TepITTTwon n dpiotn d6on Tou
Antisedan ek@paopuévn o€ pg/kg eival revratrAdoia Tng 66ong Tou Domitor
TTOU TTpoNynBnke. ’ETol Ba TTpETTel va xopnyeital ion moodTnTa Antisedan pe
TNV TTo06TNTA Tou Domitor TTou TTponynBnke. H xprion Tou Antisedan
METEYXEIPNTIKA ETTAVAPEPEI YPHyopa TNV TTARPN aioBnTikdéTnTa 010 (WO,
MEIWVOVTAG £T01 ONUAVTIKA TNV TTEPI0dO TNG TMIBAVAS KATAOTOAAG TOU
KapdioayyelokoU CUCTANATOG Kal TNG UTToBEpUiag.

Iareg: H dpiotn 86on tou Antisedan ekppacuévn o€ ug/kg eivai 2,5 popég
MeYaAUTePN TNG OO0NG TNG MevTETOMIdIVNG 1 5 @opég Tn 660N TNG
oe€pevreToudivng TTou TTponyndnke. ‘ETal Ba mTpéTTel va xopnyeital n yion
TToooTNTA Antisedan o€ oxéon e TNV TTOCOTNTA TNG MEVTETOMIBIVNG 1) TNG
oegpevTeTOUIdIVNG TTOU TTPONYHONKE.

H &bon tou Antisedan ek@paopévn o€ ug/kg dev TTPETTEI va gival EYAAUTEPN
atrd 10 TETPATTAdCIO TNG dGoNG Tou Domitor TTou TTponyRenkKe.

9. OAHTIEZTIA TH ZQ2TH XOPHIHZH

MNa Tnv emTdyxuvon TG avavnyng atod Tnv avaiodnaia pye To ouvouaouo
Domitor kai keTapivng 1o Antisedan utropei va xpnoigoTtoinBdei otn 6on Twv
200ug/kg, yia va avaaoTeilAel Tn dpdon Tou Domitor. ‘ETal Ba mrpétrel va
xopnyeital n hioh moodtnTa Antisedan oe oxéon We TV TTOCOTNTA TOU
Domitor trou TTponyAONKe.

10. XPONOXZ ANAMONHZX
Agev epapudleTal

11. EIAIKEZ ZYNOHKEZ AIATHPHZHZ

QuAdooeTal o€ Bepuokpacia dwPATIOU TTPOCTATEUPEVO ATTO TO QWG .
Na euAdooeTal pakpid amd ta Taidid.

MeTd TO TTPWTO Avolyua UTTOPED va xpnolpoTroinBei yia 1 prva.

12. EIAIKH(EZ) MPOEIAOMOIHZH(EIZ)



E€aitiag TnG 10xupAS papuakoAoyikig dpaang Tou Antisedan TTpéTTel va
ATTOQEUYETAI N ETTAPR TOU HE TO OEPUA KAl VO XPNOIUOTIOIoOUVTaAl YAVTIA KATA
TNV Xoprynon Tou.

13. EIAIKEZ MPO®YAAZEIZ ANMOPPIWYHZ ENOZ
XPHZIMOIMNOIHOENTOZ KTHNIATPIKOY ®APMAKEYTIKOY
MPOIONTOZ 'H AAAQN YAIKQN NOY NPOEPXONTAI AMNO TH
XPHZH TOY NMPOIONTOZ

2UMPBOoUAgUBEITE TOV KTRVIATPO 0AG yIa TOV TPOTTO aTTéPPIYNG TWV
XPNOIUOTTOINBEVTWY QAPUAKwWY. Ta HETPA AUTA ATTOOKOTTOUV OTNV TTPOCTAC O
TOU TTEPIBAAAOVTOG.

14. HMEPOMHNIA THZ TEAEYTAIAZ ErKPIZHZ TOY ®YAAOY
OAHIIQN XPHZEQZ

15. AAAEZ NAHPO®OPIEZ

Aev €xouv TTapaTtnpnBei aAANAETIOPACEIC PE AAAQ @Appaka. MNAavTwg KaAod
gival va unv

Xopnyeital Tautdoxpova Pe GAAa @apuaka Ta otroia eTmdpouv oTto KNZ, ek1dg
aTTd €KEiva TTOU

TTEPIYPAPOVTAI OE AUTO TO GUAAO 0dNYIWV.

Metd atré utrepdoaia gival TBavév va rapatnpnOei uttepdIEyepaon Kai

Taxukapdia. ZTIG YATEG N UTTEPDIEYEPON AVTIUETWTTICETAI UE TOV TTEPIOPIOHUO

TNG €KBEONG TOU CWOU OTA EEWTEPIKA EpeBiouaTA.

MTropei va punv KUKAOQopoUV OAEG OI CUCKEUAUTIEG.

Na oTToIadATTOTE TTANPOPOPIa OXETIKA HE TO TTAPOV KTNVIATPIKO QOAPHAKEUTIKO

TTPOoIdV, TTapaKaAEioBe va atreubuvBEiTeE OTOV TOTTIKO AVTITTIPOCWTTO TOU

KATOXoU TNnG adelag KUKAoQopiag.

TnA. Kévtpou AnA. : 210 7793777

AMK: 46336/6-12-2000

. To poiIdv XxopnyeEiTal e « €IGIKA OUVTAYR VOPKWTIKWVY.
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