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ANAPTHTEA ZTH AIAYTEIA

ABrva, 22-11-2021

EAAHNIKH AHMOKPATIA Ap. Npwrt. A3(a)/68652
YNOYPIEIO YTEIAZ

FENIKH A/NZH AHMOZIAZ YTEIAZ

KAI MOIOTHTAZ ZQH2

AIEYOYNZH ODAPMAKOY

TMHMA OAPMAKOY

Tay. AlevBuvon : Aplototéloug 17

Tay. Kwdwkag :104 33

TnAédwvo : 2132161521, -1762
Fax 12132161913
e-mail : farmaka@moh.gov.gr

OEMA: «Evtaén dapudkwv otov Kataloyo AnolnuioUpevwv Qapuakwyv»

ANOMAZH
O YNOYProz YFEIAZ
‘Exovtag unoyn:

1. T datatelc twv apBpwv 247 £wg 256 tou N. 4512/2018 (PEK A’ 5), «PuBuiocelg yio thv
edapuoyry twv SlapBpwrtikwv Metappubuicewv tou Mpoypdppatog OLKOVOULKAG
Mpoacappoyng Kat AAAeg Slatdéelg», Omwe Tpomomnolndnkav pe ta apbpa 21 £wg 25 tou
N. 4633/2019 (DEK A" 161) «XUotaon EBvikol Opyavicpot Anpootag Yyeiag (EOAY),
puBuiocslg yla ta mpoidvta kamvol, aAAa {ntrApata tou Yrmoupyeiou Yyeiog kot Aoumég
Slatagele» kal to apBpa 12 £éwg 14 tou v. 4683/2020 (A'83) «KUupwaon tng amd 20.3.2020
M.N.M. “Katenmelyovia MPETPO ylo TNV QVILETWION TWV CUVEMELWV TOU KLWvSUVOU
Sdlaomopdg Ttou Kkopwvoiou COVID-19, tn othApln 1TNC KOWWVIaG KAl TNG
ETUXELPNUATIKOTNTAG KAl T dtacddAilon tng opalng Astoupylag Tng ayopdg Kol tng
dnuootag dloiknong” (A’ 68) kot AAAEG SLaTALELG».

2. Tou dapBpou 51 tou N. 4633/2019 (DEK A’ 161) «XUotaon EOAY, pubuicelc yla ta
TPOIOVTA KATIVOU KAT».

3. T Swatagelg tou apbpou 90 tou Kwdika vopobeoiag ywa tnv KuBépvnon kot ta
KuBepvntika dpyova mou KupwOnke pe To apbpo mpwto tou 1.8. 63/2005 (DEK A’ 98).

4. T dlatagelc tou 1.6. 121/2017 (DEK A" 148), «Opyaviopog tou Yroupyeiou Yyelagy,
Omwg LoXVEL

5. To m.5. 68/2021 (DEK A’ 155) «Aloplopdc Ymoupywv, AvamAnpwtplag YmoupyoU Kot
Ydumoupywv».
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6. Tnv apOu. mpwt. A1B/I.M. owk. 1105/2020 (DEK YOAA 14) anddoaon «Zuykpdtnon Kal
Oplopég peAwv g Emtponng AfloAoynong katl Armolnuiwong Qapudkwyv AvBpwrivng
Xpnong (Emutpomny AfloAdynonc) pe €6pa otov EBvikd Opyaviopo Qoapudakwy (E.0.D.)»,
OTWC TPOTomoLNOnKe Kal LoYVEL.

7. Tnv apBu. mpwt. A1B/T.M. 84435/2019 (DEK YOAA 1032) anddacn «Iuykpotnon Kot
0pLOPOG HeAwv otnv Emutponn Awampaypdtevuong Tiuwv Qoappdkwyv (Emitponn
Alampaypdrtevong) pe £€6pa otov EBvikd Opyaviopd Mapoxng Ymnpeowwv Yyelog
(E.O.M.Y.Y.)», 6nwg tpomomnolnonke Kot LoXUEL

8. Tnv O68nyia 89/105/EOK tng 21" AskepBpiov 1988 oxetikd pe tn Staddvela Twv
HETPpWV TOU puBUIlouV ToV KABOPLOUO TWV TILWV TWV GapUAKWY yla avBpwrivn xpron
Kall TNV KAAuYn Tou KOOTOUG TWV OTa TTAALoLa TWV EBVIKWY aoAALOTIKWY CUCTNUATWY
vyelac.

9. Tn pe ap. MPWT. oK. 651/2-11-2021 (AptB. Mpwrt. Yroupyeiou Yyeiag 68653/3-11-2021)
yvwpodotnon tng Emtponng AloAdynong kat Anolnuiwong Qapudkwv AvBpwrivng
Xpnong (Emitpormn AfloAdynong).

10. To ap®. mpwt. B2B/r.M. ow. 70519/10-11-2021 éyypado tng Tlevikig A/vong
OWOVOUIKWY  Yrnpeolwv oUPdwva HE TO ONMOL0: «om0 TO TIEPLEXOUEVO TNG
npowGovuevng Ymoupyilkng Amopaocng npokalsitar  Samavn o Bdapo¢  ToU
npolmoAoytouov t.€. tou E.O.M.Y.Y. (KAE 0672), To Upo¢ tng onoiag Sev duvartal va
npoodlopiotei, kadwe auto Vo efaptnBel amo Tov OYkO TWV MWANCEWVY, THV TUUN
anolnuiwong Twv v AOyw QapUaKwY Kol TUYOV UTTOKATAOTAO!. 2 KAJe MePINTwon
ouwg, to UePBaAAov KOOTOC TNG QUPUAKEUTIKNG damavne avtiotaduiletal amd Tto
UNXAVIOUO QUTOUATWV EMIOTPOQWV (clawback), Tou mpoavapepOUEVOU QOPEN».

ANO®MAZIZOYME

Tnv évtaén tou Katwtépw avadepopevou GAPUAKEUTIKOU oKeudouatoc otov KatdAoyo
Ano{nuiovpevwy Oapuakwy yla Toug AOyoug Tou avadEPovTal avaAUTIKA otn 1e oapld.
MPWT. OlK. 651/2-11-2021 Betkr) yvwpodotnon tng Emtponng AfloAdynong Kal ota
CUVNUUEVA QUTAC apxeia:

NEVANAC EY.DRO.SUS 3MG/ML BT x 1 LDPE BOTTLE (OVAL) x 3 ML
(Kws. EO® 282090202)

APAZXTIKH OYZIA NEPAFENAC
DAPMAKOTEXNIKH MOP®H |OdpOaAuLKEG OTAYOVEG, EVALWPN U
NOMIKH BAZH Mpwtdtumo: 8(3) tng O8nyiog 2001/83/EC. ANy TIEPLEKTN
KAK NOVARTIS EUROPHARM LIMITED, IRELAND
NEVANAC EY.DRO.SUS 3MG/ML BT x 1 LDPE BOTTLE (OVAL)

2YZKEYAZIEZ 3 ML

BARCODE 2YZKEYAZIQON [2802820902025

Evtaén véou mepléktn otov KatdAoyo AmolnploUpevwy
OLTITONY;

@eTIKN €lonynon yla €vtagn véou mepléktn otov KatdAoyo
ArtolnuoUpevwv Qapuakwy

AITHZH T1A:

MNOPIZMA EIZHTHZHZ:

ENAEIZEIZ Baoel MXMN
AOZOAOTIKO 2XHMA Onwg avadeépetat otnv NMXN
DDD (Units) Onwg yLa to Adn eviayueévo mpoidv
AHA Onwg yLa to Adn eviayuEvo mpoidy

NAHOYEMOS ICD 10 Omw¢ yLa to Nén evtaypévo mpoidv
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MNEPIOPIZMOI/ ®AZH Onwg yLa to Adn eVIaypEVo IPoidy
OEPANEIAZ/OEZH ZE OEP.
ANTOPIOMO
TPOMOZ AIAGEZHZ Me Latplkn ocuvtayn
ATC5 S01BC10 Nepafenac
ATC 4 (CLUSTER) S01BC AvtipAeypovwdn pn otepoeLdn

H mapouoa amodaaon Loxvel ano tnv €kdoon tng anddaong avabewpnong tou KataAoyou
Anolnuovpevwy Qappdkwv Ttou dpbpou 251 tou v. 4512/2018 (DEK A’ 5), Omwg
tpornornolOnke kat oxVeL pe to apBpo 24 tou N. 4633/2019 (DEK A'161).

O YNOYProz

AOANAZIOZ NMAEYPHZ

Kowomnoinon (1€ NAEKTPOVIKO TaxuSpopeio):
1. Erutporn) ASloAdynong kat Amolnuiwong @apudkwv AvBpwrivng Xpriong
2. Erutporn Alampaypdteuong TIHWV GapUaKwy.

Eowrtepikn Aravour (ne nAektpoviko taxudpopueio):

1. p. YmoupyoU Yyeiog

2. p. Fev. Tpappatéa Anpootag Yyelag

3. Mpoiotapévn Mev. A/vong Anuoaotag Yyesiog kat Nowdtntog ZwAg
4. A/von ®appdakou
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