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EAAHNIKH AHMOKPATIA MoAAARvn

NEPIMEPEIA ATTIKHZ

FENIKH A/NZH BIQZIMHZ ANAMNTY=ZH:

& KAIMATIKHZ AANATHZ

AIEYOYNZH NEPIBAAAONTOZ

& KAIMATIKHZ AANATHZ

TMHMA EAErX0Y, METPHZEQN KAl

YAPOOIKONOMIAZ NEPIBAANONTOZ

NEPI®/KHZ ENOTHTAZ ANATOAIKHZ ATTIKHE NPOZ: 1) SYNDESMOSS.A

Tay. A/von @ 17° xAu. A. MapaBwvog IMPORT & COMMERCIAL

MAnpodopieg : A. Ménmag PHARMACEUTICAL WHOLESALER

TnA. : 213-200 5236 GMP FACILITY

HA.Taxubpoy .: tperivallontos.anat@patt.gov.gr NepatloVAag 10, TK 13672, AxapVvEég
info@sydesmossa.com
ev.kanavou@syndesmossa.com
(2uotnuévo)

KOIN: MINAKAZ ANOAEKTQN
OEMA: Oplotiky €kBeon eAéyxou, avadoplkd pe Spaoctnpldotnta amobnkeuong, eumopiou Kot

IXET.:

ouoKevuaolag GpapUOKEUTIKWY Tpoidvtwy, depopevne Ldloktnoiog tg etalpeiag SYNDESMOS
SA- IMPORT & COMMERCIAL PHARMACEUTICAL WHOLESALER-GMP FACILITY, eni tng obou
NepatloUAag 10, otov Afpo Axapvwv, Aoyw amobeong amofAnNTwv mpoegpxOUeva amo tnv
napaywylkn Sladikaocia o KASOUC olKlaKkwY OamoPAATWY Tou ARpou.- MAdvo AlopBwTikwy
Evepyewwv (NAE) kat AnAwon Zuppdpdwong .

1.

Ou Swatagelc tou N. 3852/2010 «Néa Apyltektoviky tng Autodloiknong Kot tng
Amokevtpwpévng Atoiknong- Npdypappo KaAiikpdatne» (O.E.K. 87/A/7-6-10).

O N.1650/16-10-1986 (DEK A’ 160) «la tnv mpootacio tou mepBAANOVTOC», OMWE
tpornonotOnke kat oxVeL, oludwva pe g Statdelg tou N.3010/2002 (DEK A’ 91), tou
N.4014/2011 (DEK A’ 209), N.4042/2012 (DEK A’ 24), N. 4819/2021 (DEK 126 A), N.
4685/2020 (DEK 92 A), N.4843/2021 (DEK A’ 193), N.4635/2019 (DEK A’ 167).

Tnv KYA ap. 1958/2011 (DEK 21/B/13-1-2012) «Katdtaén Snpooiwv Kot IBLWTIKWY Epywy
Kol SpaotnplotNTwyV O KOTnNyopleg Kal uTokatnyopie¢ oclUudpwva He Tto apbpo 1
napaypodo 4 tou N4014/21.09.2011 (DEK A’ 209/2011)» omwg TpomomoliOnke HéxpL
ONUEPQ KL LOYXVEL

Tov N. 5037/2023 (DEK 58/A" 28.3.2023) «Metovopacio tng Pubplotikng Apxic Evépyelag
e

H YA op®y, ow. YMNEN/TAZEE/22036/219/28-2-2024 (MEK 1530/B° 8-3-2014)
«Emukalponoinpévo Movtélo Evepyslwv Zuppopdwong (MEZ) yia tig meptBaAAOVTIKES
emBewpnNoeLg».

To MN.A. 145/2010 «Opyaviopog tng MNepidpépetag Attikng» (P.E.K. 238/A/27.12.2010) onwg
TpornonolOnke Kot LoxUeL oUpdwva e TV He op. 66313/24553/25.08.2017 (DEK
3051/B/05.09.2017) amdédacn TOu IUVIOVLOTH TG ATOKEVTPWHEVNG Aloiknong e tnv
omnola eykpibnke n 273/2017 anoddaon tou Mepidpepetakol TupBouliov Mepldépelag
ATTIKAG, Ttepl Tpomomnolnong- emkalpomnoinong tou Opyavicpol EcwTepLkng YIinpeoiag g
Mepudépelag ATTIKAG Kal OMwE TpomonotiOnke pe tv ue ap. 37419/13479/8-5-18 (DEK
1661/B/11-5-18).

To ur’ ap. 96963/11-12-2024 ¢yypado tng A/vong Kabapidotntag kat AvakUKAwong Ttou
Aquou Axapvwy pe Bépoa «EAeyxog os stuxeipnon».
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8. Hamod 23-12-2024 npoowplvh €kBeon eAéyxou tng YInpeoiag Hag.

9. H amoé 10-1-2025 aitnon ¢ etaipeiag SYNDESMOS S.A - IMPORT & COMMERCIAL-
PHARMACEUTICAL  WHOLESALER- GMP  FACILITY, He MAVUMA  NAEKTPOVIKAC
oAAnloypadiag, pe cuvnuuéva, to amd 12-10-2023 £vtuTio ovayvwplong ETKIVOUVWY
amoBARTwyY pall pe ta amd 12-10-2023 deAtia amootoAng yla tnv dtabson oe stalpeia
Slaxeiplong anoPAntwy, Tnv anod 4-12-2023 petadopd mocou os Aoyaplacuo tou EZAKNA,
1o amno 30-11-2023 amodelktikd {Uylong tou EXAKNA, tnv amod 28-12-2023 evnuépwon yla
v mapalopn BeBaiwong katoaotpodng, to urm’ ap 15547/24-11-2023 £yypado tou
EZAKNA pe Bépa «Kataotpodrn akatdAANAwv eW6wWV» Pe cUVNUUEVO KaTaAoyo elbwv, TIg
and 3-7-2024, 6-12-2024 £mOTOAEG PE HAVUMA NAEKTPOVIKAG aAAnAoypadiag stalpeiag
Slaxeiplong anoBARTwY oxeTika pe kaBuotépnon otnv mapalafn amofAntwy, Tnv U op.
1378395/22-11-2024 yvwotonoinon Aewtoupyiog, tnv amd 23-12-2024 BePaiwon
TpEYouoag elkovag OpaotnplotiTwy emxeipnong amoé AAAE, 1o amo 11-6-2024
TUOTOMOLNTIKO TeALKNG 8LaBeong amoPARTwyY anod stalpeia dlaxeiplong anoBAntwy, to Ul
ap. 1261/10-6-2020 éyypado tng A/vong Avamrtuéng MEAA, g and 31-7-2022 cupPaocelg
pe etaipeia Slaxeiplong amoPfAnTwy ylo UAIKA ouokevooiag Kol uypd emikivbuva
arnoBAnta, tnv ur’ ap. 1514/4-6-2024 A6l EYKOTAOTOONG KTPLAKAG EMEKTOONG TNG
A/vong Avarttuéng MEAA, ta amd 13-9-2023, 16-10-2023 tipuoloyla S1dbsong amofAnTwy
oe etalpeia dlaxeiplong amoBARTWY .

10. To urt’ ap. 180104/12-2-2025 gyypado pog, Awafifacn MpoowpvAc £kBsong eAéyxou-
KAnteuon umtoBoAng anoPewv.

11. H amdé 7-3-2025 aitnon t¢ etalpeiag tou BOfuatog, HE HAVUUA NAEKTPOVIKNAG
aAAnAoypaodiag, avadopikd pe attnpa napdatacng d€ka(10) npepwv.

12. H amd 13-3-2025 aitnon-emotoAn NG eTalpeiag Tou BEUATOCG, HE HUAVULA NAEKTPOVIKNG
oAAnloypadiag, otnv omoia SnAwvetal OtL o ARpog cuudwva HE GUVNUUEVN AmAvVTnon
Tou Oev SEXETAL N OLKLOKA armoBAnTa Kal OTL N etatpeia Ba cupPAnBel dueoca pe etalpeia
Slaxeiplong amoBAntwy yla tTnv 81aBson Twv 6wV cUCKeUAGLAC KAl CUVNUUEVA, TO UTT ap
AY/  £yypado tou tng A/voncg AvakUkAwong kot KaBaplotntog Afpou Axopvwv pe Bua
«Aloyeiplon anoBARTwy amnod emixelpnoelc» Kot to (10) oxet. éyypado pag.

Y& ouveéxela tou (7) oxet. , avadoplkd PE TNV eVamOBeon otepewV aMOBARTWY evtog alld Kal
EKTOG TWV KASWV OIMOPPLUUATWY TOU ARUOU, TIPOEPXOHEVO OMO TI EYKATAOTAOELS €l TNG 060U
NepatloUAag, oto Mevidi, SlevepynOnke autodia tnv 23-12-2024, petafl aAAwv Kol otnv Spaotnplotnta
anmoBnkeuong, eumopiou Kal cuokeuaoilag ¢GOpUAKEUTIKWY Tpoloviwy, ¢peplOpevng LELOKTNOLOG TNG
etalpelog SYNDESMOS SA- IMPORT & COMMERCIAL PHARMACEUTICAL WHOLESALER-GMP FACILITY , et
™G 080U NepatloUAag 10, otov Ao AXapvwv Kal Ta AmoTEAECUOTA AUTAC avadEpovtal otnv (8) oxeT.
Mpoowpwvr) EkBeon EAEyxou.

Me tnv (9) oxet. aitnon n statpeio pag kateBeoe eyypoada adslodotnong and tnv apuodia A/von
Avarntuéng NEAA, BeBaiwon tng AAAE yla toug kKwdikoug dpactnplotntag (KAA) katl deATiao amooToAn g Kal
ooyl yla tnv SudBeon emkivbuvwy amoBAnTwy oe etaipeieg Stoxeiplong amoPAntwy, Kabwg Kat
OUMPAOoELS yLa TNV SLaxeiplon amoBARTwy Kat Eyypada kataotpodn amofAntwy oto XYTA tou EAZKNA.

Me to (10) oxet. éyypado pag, KANBnke n etalpeia Tou BEpartog, va KatabEoel TG andPelg TG, N
omola adol attibnke mapdtaon pe tnv (11) oxet. aitnon NG, otn CUVEXela Pe tnv (12) oxet. aitnon
EMLOTOAN TNG, oTNV omoia unofallovtag cuvnupéva kKal gyypado tou Arfuou Axopvwy, amodExetal otl
O0TOUG KAdoUC Tou Anuou dev emttpénetal n Stabeon amoBARTWY TPOEPXOUEVA ATTO TNV Tapaywyr aAAd
LOVO OLKLOKA Kot SnAwvel 6tL Ba cupPAnBel dueca pe etalpeia Slaxeiplong amoBAntwy ya tnv d1aOson
Twv £l6WV cuokevaoiag TNE mapaywyng.

Aappavovtog urodn ta wg avw, N ENewdn cuppopdwong (B-1) cuviota mapaBacn tng nepBAAAOVIIKAG
vopoBeaoiag wg akoAolBwWC:

Napapaon 1:
AwamiotwOnke andbeon otepewv AMOPANTWVY AMO TRV EYKATAOTOON TOU O£fparog, Kupiwg UAWKA
CUOKEUOLOG OTIWG TTAQLCTLKOL TEPLEKTEG OE KASOUG TOU Afjou AXOPVWV, TO OTOL0 av enavalapfaverot
O€ LEYAAN ouxvoTNTa KoL € LEYAAEG MOGATNTEG SUvartal va odnyrnosL os umoBaduion nepiBaAiiovrog
KOTd TRV £vvola tou dpBpou 2 tou N1650/86 onwg LoXVEL.



H a&loAoynon tng coBapdtntag Tng mapamavw SLOIKNTIKAG Tapdpaong €yve cUUPWVO UE TIG EVOTNTEG (A)
Kal (©) tou mapaptApatog tng oxet. (3) Y.A. kat tov N. 4014/2011 émwg LoYVUEL, Kol KATATACOETOL WG
xounAn eptBarloviikn mapdaBaon.

MeTd TO TMOPAMAVW, OAC EVNUEPWVOULE TWG O UMeVBuUvVOg TG dpactnplotntag umoxpeoUTal Vo
vAormotoel to MAdvo AlopBwrtikwy Evepyelwv (M.A.E.) Tou mapakdtw mnivaka, cOUpupwva e map. 11y tou
apBpou 50 tou N. 4843/2021 (oxeT.(2)) koL e TO mapdpTnUa TNG OXET.(3) Y.A.

MAdavo AlopBwtikwv Evepyswwv (M.A.E.)

A/A AwarmotwOeiosg A§loAoynon AntattoUPEVEG SLOPOWTLKEG EVEPYELEG Huepopnvia
napaBAceLg coBapotntag ATO TOUG LELOKTATEG TOU OLKOTIESOU oAokARpwong
1 anoébeon otepewv XopunAn AldBeon Twv anoPARTwy oe etalpeia. — Apeoa
amoPARTwWY YnoBoAnl oUuBacng Kol TOPACTOTIKA
CUOKeUAOoLaG TNG 6laBeong pe  etalpeioc TwWV  UAKKWV
TIaAPAywyng oe OUOKeUAOLOG
KAS0UG OLKLOKWV TOU
Afuou

O eheyyxouevog dopéag umoxpesoutal va ulomowjosl to MAdvo AlopBwtikwv Evepyswwv (MAE)
oVpdpwva pe tnv map 11y dpbpo 50 tou N.4843/2021 (oxet.(4)) kaL pe TNV MAPOSO TNEG MOPATIAVW
npoBeopiag va umoBaiAel mpoc tnv Ymnpeoio pa¢ AnAwon Iuppopdwonc. H emaAnBsuon g
OUUMOPpdWONG UIMOPEL va TIPAYHOTOTNOLNOEL KAl LE TIPOOKOULON EYYPAPWY, TAPACTATIKWY, dwToypadpLwV
KOlL AOLTTWV EMAPKWY OTOLXELWV YLa TNV TEKUNPLWON TNG CUMHOPdwWaONG, oUpdwva HE TNV TIEP. Y TNG TLap.
15 y tou apBOpou 50 N.4843/2021 (oxet (4)).

Jtnv nepintwon mou damotwBel OtL 0 dopgag TG Spaotnplotntag dev €xel cUUHOPPwWOEL pe To
MAavo AlopBwtikwv Evepyewwv n/kat dev €xel umoBalel tnv Anlwon Suppopdwong, n Ynnpeoia pag o
TPOXWPNOEL 0TNV EMLPOAN KUPWOEWY, cuvtdooovtag nmpaén BeBaiwong tng napdfaong, cuudwva Pe TV
map. 15a tou apBpou 50 Tou oxeT. (2) vouou.

H mapoloa oplotiky £€kBeon eléyyou Kolvomoleltal otnv A/von Awadiktuakng E€umnpétnong Kot
Wnoakng Evnuépwong yla avaptnon otnv totooediba tng MNepiudépelag AttikAg clUpdwva e T
opopeva otnv map. 2 tou apbpou 7 tou N.4964/2022 (DEK 150/A).

To mopov kolvoroleital oe GANEC YITNPEGIEG yLa TUXOV EVEPYELEG OTO TAQLGLO TWV APUOSLOTATWY TOUG
KalL oTOV KatayyEAovVTa TPog eVNUEPWOT TOU.

O Av. MNpoiotauevog tng AtevBuvong
Zuvnupéva: MNeptBarovtog & KAlpatikng AAayng

Ecwtepkn Slavoun:
Apyxeio Tunpatog K. AKPIBOZ
(K4/400)

MINAKAZ ANNOAEKTQN
GEORGIOS KANERIS
07/05/2025 08:56

1. A/von Awadiktuakng Evnuépwaonc AKPIBEZ ANTITPA®O

&Wndlakng E¢unnpétnong

site@patt.gov.gr
2. AHMOZ AXAPNQN

-A/N3H NEPIBAAAONTOZ KAI KAGAPIOTHTAZ
3. EOAN

info@eoan.gr
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