A3(a)/56203/2024-PEK 353 B/5-2-2025

BOfomon KiewoT100 mpovmoroyiopov E.O.ILY.Y. Yo to okevaopoto Nexviadyme kot
Myozyme 7o ta étn 2024 ko 2025.

O YIIOYPI'OX YTEIAX
"Exovtag vdym:
A. Tig dwatdéeis:

1. Tng map. 2 tov Gpbpov 87 tov v. 4472/2017 «Zvvta&rodotikég dwatdEelg Anpociov kot
TpomonoinoT Tev datdéemy Tov v. 4387/2016, H€Tpa EQAPUOYNC TV OMILOGIOVOUIKDY GTOYMOV
Kot petoppudpicemv, péTpa Kowvmvikng otnpiéng kot epyactokés pubuicec, Mesompdbespo
[Maicto Anpoctovopukng Zrpatnykng 20182021 ko Aowrég dotaéeig» (A' 74),

2. mg moap. 1 tov dpbpov 12 tov v. 3816/2010 «PHOLIOT ETYEPNUATIKOV KOL ETOYYELUOTIKMDV
OPEINDY TTPOG TO TOTMTIKA WOPOLUATA, SOTAEELS Yo TNV Ene&epyacio dE60UEVMV OIKOVOUIKNG
CUUTEPLPOPAG Ko GAAES SlaTdEeio» (A' 6),

3. tov apBpov 35 tov v. 3918/2011 «AwpbHpwTiKéc aAloyég 6TO GVOTNUA VYEING Kot GANEC
dwtdEegy (A' 31),

4. tou Kepolaiov A' «PHOon Bepdrov EOvikod Zvotiuatog Yyeiog Kol ETOTTEVOUEVDV
eopéwvy» tov v. 4052/2012 (A' 41),

5.100 v. 4213/2013 «IIpocapuoyn g ebvikng voupobesiog otic dwtaéelg g Odnyiog
2011/24/EE 1ov Evponaikod Kowofoviiov kot tov Zuppoviiov g Ing Maptiov 2011 mepi
EPUPULOYNAG TOV JIKOIOUATOV TOV 000EVOV 6TO0 TANIGIO NG SGLVOPIUKNG VYEIOVOUIKNG
nepiBoiyng (L88/45/4.4.2011) o dAdeg datatey (A' 261),

6. TV GpBpav 247 g 256 tov v. 4512/2018 «PvOuicelg yio tnv €popproyn Tov dtaplpotikdv
MertappuvBuicewv Tov [poypdappatog Owovopknig Hpooappoyng ko dAies dtotaéeig» (A'S),

7. 100 v. 4549/2018 «AatdEelg yuo Tnv oAoKANPOOT TG ZUUPOVING ANULOCIOVOUIKGY ZTOY®V
kot AtoupBpotikdv Metappulpicemv Meconpdbeopo [Thaicio Anpociovopkng ZTpoatnytkng
2019-2022 kot Aourég datace» (A' 105),

8. Tov apBpov 76 tov v. 4727/2020 «Pneraxn Awaxvpépvnon (Evoopdtoon oty EAAnvia
Nopobesio e Odnyiag (EE) 2016/2102 kar g Odnyiog (EE) 2019/1024) HAektpovikég
Enwowovieg (Evoopdtoon oto EAAnvikd Aikono g Odnyiag (EE) 2018/1972) wau dAieg
dwta&eio» (A' 184),

9. tov apBpov 90 tov Kddwka vopobeaiag yio trv KuBépvnon kot ta kuPepynrtikd opyova (.6.
63/2005, A' 98), to omoio dwatnpndnke oe 1oyxd pe Vv mEp. 22 tov Gpbpov 119 tov V.
4622/2019 (A' 133),

10. tov m.8. 121/2017 «Opyaviopog tov Yrovpyeiov Yyesiog» (A' 148),

11. g mop. 2 tov Gpbpov 5tov m.d. 77/2023 «Xbotaon Ymovupyelov Kol HETOVOUOCIOL
Yrovpyeiov Xvotacn, katdpynon kot petovoposio ['evikdv kar Ewwov Ipappoteiomv




Metogpopd 0pHOdIOTHTOV, VINPECIOK®DY LOVAd®V, DECEMV TPOGHOTIKOD KOl ETOTTEVOUEVOV
eopéovy (A' 130) kot

12. tov m.0. 2/2024 «Awopiopdg Ymovpymv katl Y eurmovpydvy» (A' 2).

B. Tnv vr6 ctoyeioa AR/ .11.69052/8.12.2022 amdpaocn tov Yrnovpyov Yyeiog «Avavéwon
mg Ontelog tov peddv g Emrpomng Awmpaypdtevong Twov ®apudxov (Emtponn
Awmpaypdtevonc), ue €dpa otov EBvikd Opyoviopd Ilapoyng Ymnpeowdv Yyeiog
(E.OILY.Y.)» (Y.O.A.A. 1155).

I'. Tnv vrd otoyyeia A1B/T.I1.owk.61691/21.11.2023 ko1 amd@acn Tov YZTOUpyoy Kol TOV
Y pumovpyod Yyeiog «Zoykpotnon kot opiopdc peAdv otny Emttponn yio tnv mapakoiovdnon
™G QOPUOKELTIKNAG OamAvVNG Kol TNV OAOKANP®OY TMV  OloyVOOTIK®V/BEPUTEVTIKMY
TPOTOKOAAL®V KoL TN dnpovpyio Mntpdwv acbevavy (Y.O.A.A. 1262).

A. Tnv vad otoyeio A3(a)15796/18.3.2022 amdeacn tov Yrmovpyov Yyeiag «Kabopioudg
KPLUTNPlOV SOTPAYUATEVOTG TOV TIL®V TV Papuakovy» (B' 1300).

E. To vr6 otoryeia AB4Z/124/49/01k.26237/29.10.2024 &yypoago tov E.O.IL.Y.Y., ue 10 onoio
dwPfifdotnke n v’ ap. 263 amdgact tov Atotkntikod Zoppoviiov tov E.OILY.Y. (v’ ap.
982/10.10.2024 ocvvedpioom) «Zyetikd pe 0Oéomon KAEGTOD TPOHTOAOYIGUOD Y10, TO
okevdopata Nexviadyme kot Myozyme yia to 2024 kot 1o 2025%.

XT. Tnv va' ap. ow. 17/5.12.2024 (vmd otoeion Y.Y. 64050/13.12.2024) swonynon g
Emtponnic vy v mopakorlobOnon g QapraKeLTIKNG SUmTEvNG KoL TNV OAOKANP®GN TMOV
SYVOOTIKAOV/OEPATEVTIKOV TPOTOKOAA®VY KoL TN OMjovpyioa Mntpdwov Aclevav.

Z. Tnv Odnyia 89/105/EOK g 21ng AekepPpiov 1988 oyetuca pe ™ dwopdvela tov pETpmv
7oV pLOUIlovy Tov KEBOPIGUS TOV TILDY TOV QOPUAK®OVY Y10, 0VOPOTIVN XPACT] KOL TV KAALYT
TOV KOGTOVG TMV OTO TAAICLN TOV E6VIKOV AGQPAAIGTIKOV GLGTNUATOV VYEING.

H. To vnd otoryeio B2B,Blo/T".I1.01x.65280/18.12.2024 &yypago g [eviknig Atevbuveng
Owovopkav Ynpesudv GOUPOVA. Pe TO 0Toio, ond T0 TEPLEYOUEVO TNG TAPOVGOS ATOPOUCNG
dev Tpokodeital Tpoebetn damdvn og Pdpog Tov Tpodmoroyicpov tov E.O.ILY.Y. [Tapdriinia,
ONUEWDVETOL OTL dgV TpoKaAeital damdvn og PBapog Tov mpoimoAoyiouod tov Ymovpyeiov
Yyetoc.

0. To yeyovog 011 01 d1aTAEEIS TG TOPOVOHG OEV APOPOVY GE SLOTKNTIKY dladikacio yio TV
omoia vrdpyel voypiéwon Katoydpions oto EMAA MITOZ, aropacilovpe:

Tn Béomion Khelotov mpovmoroyiopov E.O.ILY.Y. katoémv oAoKANp®oNG TG StodtKaciog
dmpaypdtevong yio o okevdouato Nexviadyme kot Myozyme yia ta £t 2024 kot 2025:

KAK-
A/AIBARCODE [leprypaor| Tpoidvtog AVTITPOGMTOG

1 2802723401014 |MYOZYME PD.C.SO.IN 50 MG/VIAL BT x 1 VIAL|SANOFI

> 2803316701016 \I\/I:EA)\(LVIADYME PD.C.SO.IN 100MG/VIAL BT X 1SANOFI




To vyog tov mpobmoAoyiopov mpocdopiletar wg eENg:

- 2024 (1.1.2024 - 31.12.2024): 809.000,00 € yia T GLVOAIKEG TOGOHTNTES TOV CKEVAGUATMV
Nexviadyme kot Myozyme mov dwotifevtar otov E.O.ILY.Y.

- 2025 (1.1.2025 - 31.12.2025): 907.500,00 € yia T GUVOAIKES TOGOHTNTEG TOV CKEVAGUATOV
Nexviadyme kot Myozyme mov dwotifevtar otov E.O.ILY.Y.

2ta avotépm Tocd cvupuneprropfavetar o PITA 6%.
H andépaocn avt va dnpootevbei oty Eenuepida g KvBepvioemc.

ABva, 8 Iavovapiov 2025




