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ENTYIIO AITHXHX: AIOIKHTIKA XTOIXEIA

AOE0C TUPUAYWOYNE TEAKDOV TPOTOVTOV

QUPUUKEVTIKIG KAVVOPNC aToKAEIGTIKG Y10 eEaymyn
2ovi0mg amorteiton Eex@PLoTo EVTLITO GITNONG Y10 KAOE TEPLEKTIKOTITOU KOl QUPUOKOTEYVIKI] LOPPT].

AHAQXH & YIIOIT'PA®H

(Epmopikn) Ovopacio mpoidovoc:

DoppokoTeXVIKY HOpON:

[Teprextucotneg:

O artdv: O tithog: Ovopo: Endvopo:

AgbBvvon:

[Ip6écmmo ££0V61080TNUEVO EK LEPOG TOV OULTOVVTOL:

O tithog: Ovopo: En®vopo:

Me 1o mapov feforddverar 0t OAa To VPIETAUEVO, OEDOUEVA, T OTTOLO. GYETICOVTOL UE TNV TOLOTHTA, THY OOPALELN KOl THV
OTOTEAETUOTIKOTHTO, TOD POPUAKEVTIKOD TPOIOVTOS KAVVOPNG ECWKAEIOVTOL 0TO PAKEAD, OIS TPOPIETETOL.
270 wopov fefoucdvetor ot to. mopafolo. Oo kotafiinboidv/ Exovy katofAnlel abpupwva pue Tovg eviKovs Kavoveg.

(llopdptnuo 3.1)

Ex puépovc tov arrodvra:

Yroypaon-Zepayido:

O tithog: Ovopa: Enavopo:




Iivokag tepreyonévav

AfMrAoon kot vToypoen

1. HAHPO®OPIAKA XTOIXEIA THX AITHXHX EIAIKHX EI'KPIXHX KAI AAEIAY ITAPAT'QI'HX
TEAIKQN ITPOIONTOQN ®APMAKEYTIKHE KANNABHX AITIOKAEIZTIKA T'TA EEATQI'H

1.1  Ovouoocia (&)

1.2 IlepektikdTnTO, QAPUOKOTEYVIKY LOPPT, 000G XOPNYNONG, TEPLEKTNG KOl LEYEON GuoKELAGiag

1.3  Noukd kafeotdC

1.4 Kdrtoyog g €01KNG £YKpLong Ko TG AOELNG TOPAY®OYNG TEMKAOV TPOIOVIWOV QOPLOKEVTIKNG
Kévvopng amokielotikd yio eEaywyn, [lpdcona emkowvwvioag, Etaipia

1.5 TopaokevaoTtéc

1.6 [TocoTtikn Kot TO10TIKY GVVOEGN

1.7 Apuddia Apyn yopog eEaymyng

2. AAAEX AITHXZEIX/ET'KPIXEIX AAEIQN ITAPATQI'HE ATTIOKAEIXTIKA I'TA EEATQT'H / EIAIKQN
ETKPIZXEQN KYKAO®OPIAX

2.1  Auwnoei/Eykpiceig Adsimv [apaywyng Arokieiotikd yio EEaymyn / Ewdikég Eykpioeig

Tehkov Ipoidviov Pappoakevtikng Kavvapng oty EAAGOa 1 o€ dAleg yopeg

2.2  Edwn éykpron kukAoopiog yia to 1610 Tpoidv otnv EALGSa

2.3  Eykpiloeig adelidv mopaymyng amokAEIGTIKA Yo £50y@YT Y1 TO 1510 TPOIOV GE SLUPOPETIKES
XDPES

2.4  Eykploeig ade1dv mopoymyns amoKAEIGTIKA Yio EAymYT| Yo AALES TEPILEKTIKOTNTES TNG 1010,
(POPHOKOTEXVIKTG HOPQTG

3. EMNIZYNAIITOMENA EITPA®A (6T0ov amarteitaol)



1. IAHPO®OPIAKA XTOIXEIA THX AITHXHX AAEIAYX ITAPAT QI'HX AITIOKAEIXTIKA I'TA
EEATQIHE TEAIKON ITPOIONTON ®APMAKEYTIKHE KANNABHX

1.1. Ovopaocia (£)

1.1.1 IIpotewvopevn (epmopik}) ovopocio
TOV TEMKOVU TPOTOVTOS QUPNUUKEVTIKNG
kavvapncotnv EALGO

D Av og dapopetikd Kpdtn Mén mpoteivovtot StapopeTIkEG (EUTOPIKES) OVOUOGTIES, TOPUKAUAD
OTLMOG OVOPEPETE:

Xopa: Ovopoocio:

1.1.2 Ovopoaocia dpacTiKig(@V) ovoiag(@v):

1.2 MeprekTIkOTNTO, QUPUOKOTEYVIKI HOPPT, 000G Y0P YNONG, TEPLEKTNG Kol peYEON 6VOKEVUGING

1.21 TIeprektikétnrto kKor PoppokoTeyviky popen (XPNGLHOTOMGTE TOV TPEYOVTO KATAAOYO
npoTunOV 0pov - Evponaikn ®appokomorio)

DopuokxoteyVIKn LOPPN:

lepiextikotnra(eg):

1.2.2 Tlgpréxtng, TPOTOS KAEIGINATOG KO GVGKELT (£G) YOPNYNONS, CUUTEPIAAUPOVOUEVIG TNG TEPLYPOPTG
TOL VAKOD KOTOOKELNG (YPNOLUOTOOTE TOV TPEYOVIO KATAAOYO TPOTLIIWV Opwv — Evpomaikn
Qappakomotia)

I'o k30e TOmo cvokevaciog avapépeTs:

-ITeprypoony:

[Tepiéxng Yo Tpoémog KAeloiparog

-ZVGKELT] YOPNyNong:




IN'o kKG0e TVTO cVoKEVAGIOG AVAPEPETE:

1.2.2.1 MéyeBoc cuokevaciog:

1.2.2.2 TIpotewvopevn drdpketa {onc:

1.2.2.3 Tlpotewvopevn ddpketa {ong (Letd to TpdTo
dvorypa Tov TEPLEKTN):

1.2.2.4 TIpotewvopevn ddpketa {ong (petd v
avaoVGTOON 1) THV O1AALGY):

1.2.2.5 Tlpotewvopevec cuvOnkec OAaENGC:

1.2.3.6 Ilpotevopeveg cuvOnKes @OAOENS HeTd TO
TPAOTO AVOLYLLOL:

1.2.3 Ad&1o Tapoy@yNs QUPROKOTEYVIKIG HOPONS OLAPOPETIKIG TOV ENpov avBov (ce mepinTmon
aitnong yio amoénpapévo avOoc)

Ap.mpot. aitnong/Eykpiong (ITapéptnpa 3.12

1.3  Nopké koBeotmdg

Tpoémog 61G0gomg

Zopewva pe Ty v’ opdp. Y.A A3(y)40642/2024 (DEK B” 4581)

14. Karoyog g Goc10c mapay®yns TEMK®OV TPOTOVTMV QUPUUKEVTIKNG KAVVOPNS amoKkAEIoTIKG
v e€ayoyn / lpécona emkowvovias /Etaipia

141 TIpotetvOpuevog KATOY0S TNG GOELOS TAPAYOYNS OTOKAEIGTIKA Yo E£aymYT] / TPOCMTO VOPIKE,
VAEVOLVO YO TNV KUKAOQOPIo TOV TEMKOV TPOIOVTOS PUPUUKEVTIKIS KAVVapis oty ayopd
™ EALGOaG

D Emcuvayte amodeiktikd ototyeia yio TNV £yKatdoTact Tov artovvta otnv EALGSa (ITapdptnpa
3.15)

Anéoen ninpomng  (Iopdaptmua 3.1)

Agd0vven TAnpopig
Etaupikr| emovopio.:




®ITA (VAT number):
AtevBuvon:
Xopa:
TnAépwvo:
Fax:
E-Mail:
Ap1Budc evroAnc (Purchase order (PO)):

1.4.2 E&ovo000tnuévo mpocmmo/eTarpeio Yo ETKOIVOVIO £ 0OVOROTOS TOV 0ITOVVTOS, KATA TN
owdpkela g owndkacios otnv EALGoa

Tithog: Ovopa: Encdvopo:

Etoupikn emovopia:
AtevBovon;:
Xopa:
TnAépwvo:
Fax:
E-Mail:

D Av dapépet and ekeivo 610 1.4.1 avetépm, emtcuviyte Ty entotodn e€ovctoddtnong (TTapdaptnua 3.2)

1.4.3 Efovowdotnuéve mpocomo/Etarpeio yio emkowvovio petald Tov Katdov TG Adgiog
Hopaymyng Amokierotika Yo EEaymyn kol Tov appooiov apy®dv petd amd tnv £ykpion, av
owpéper amo Ty mapaypao 1.4.2, otnv EALGow

Tithog: Ovopa : Encdvopo:

Etopikn emovopia
AevBuvon:

Xopa:

TnAiépamvo:

Fax:

E-Mail:

D Av dapépel and ekeivo 610 1.4.1 avotépo, emtovvayte v entotol e£ovetoddmong (Tapdpnua 3.2)

1.5 MMopaokevaotéc
2nueiwon: OAOI o1 tomo1 TOPOYWYNS KOL EAEYYOV TOV avopepovTar oe 0lokAnpo 1o paxeto IIPEIIEI vo
OOUPWVODY (G TPOS TIG ELWVOUIES TOVG, TIG AETTOUEPEIES TV O1ELOVVGEWY TOVS KAl TIG OPOTTHPLOTHTEG.

1.5.1 O(ov) gykekpuévog(or) TopaoKeELASTNS(EG) TOL gival vAEVOVVOS(01) YO TV TOOEGUEVGT]
naptidas otov EOX

Etopwn emovopia:
AtevBuvon:

Xaopa:

TnAépwvo:

Fax:

E-Mail:

Ap1Buog Adewag Hapaywyng:




D Emovvayete avtiypago ddstog(dv) mapaynyng (Mapdpmua 3.3)
Edv etvar owobéopo:

D Emovvayte ™ Bepaimon coupopemong pe toug Kavoveg Kaing Mapaywyng (TTapdptmue. 3.5)

1.5.1.1 lIpéocmmo appodwo yua emkovovia tov EOX yia To EAATTONATIKA TPOTOVTO KoL TIG
OVOKA|GELS TPOIOVTOV)

Tithog: Ovopa : Enovopo:

AwevBvvon:

Xopa:

Ap1Bp6g TNAeP@VOL 24D p1g emKovoviag:
Fax:

E-Mail:

1.5.1.2 PvBpiceig Aokipaciov gréyyov Maptidag
Eykataotaon(ewg) otnv EALGO0 0oy drelayetar 0 £Leyy0g / SOKIUN TOV TAPTIOOV, OTOS
anarteiton 6to ApOpo 71 tng Apr0. A.YI'3o/T'.I1. 32221/2013 ®EK 1049 B’

Etoipwn emwvopio:
AtevBovon;:

Xopa:

TnAépwvo:

Fax:

E-Mail:

Sovtoun meprypaen ¢ doKipaciog eEAEYyov Tov dieEdyetat amd To(Ta) epyacTnplo(o) Tov avopEPOnKE :

D Emovvayete BePaiovon copudponong pe toug Kavoveg Koaing Iapaywyng (IMapdpmua 3.5)

1.5.2 TTopaockevaostig(£S) TOV TEMKOU TPOIGVTOS PUPRUKEVTIKNG KAVVAPNS Kon Toto0esia(ec)
noPoyOYNS:

(Znueiwon: cvumephapfavopdvov TV TAPAYOYIKGOV HovAdKV omotovdfmote StaAvtikod pécov / SaAvtn mov
oépetal o€ EePLoTO TTEPLEKTN OAAG GUVIGTA LEPOG TOL (POPUUKEVTIKOD TPOIOVTOG, TOLOTIKO EAeyy0,/ Tomobeaieg
SOKIOOIOV KOTA TNV Stodtkacior mapoay®yng, dueon kal eE®TEPIKY cvuokevaoio Kot swoaywyéag (gic). T'a kabe
tonofecio va TapPEXETAL 1) GYETIKT TANPOPOPIO.

Etaipuc emovopio:

AebBvvon;:

Xopa:

TnAépwvo:

Fax:

E-Mail:

2OVTOUN TEPLYPOUPT) TV EPYACIDOV TOL de&dyovTar:




D AvoQopd TV S0POPETIKOV LOVAd®V, TOV EUTAEKOVTOL GTIV TOPOYMYIKT JladIKocio

(TTapaptnuo 3.4)

Mo ™ povéda (£¢) Tapaymync mov Ppicketon otnv EAAGOW:

AVOQEPETE TIC YEWYPOUPIKEG GUVTETOYUEVEG:

ApBudg ™C AdEL0G TOPAYWOYNG

D Emouvayte tig ddeteg mapaymyng mov amxorrovviot (ITapaptnua 3.3)

-Ovopa 1oV E101KEVUEVOL TPOGOTOV:
(av dev avaeépeTol oTNV GO0 TAPUYWDYNG)

1.5.3 MMapaockevaostiis (£5) ™S(TMV) dPasTIKNS(MDV) 0V6iag(MV) Kol povada(sg) mapaymyns

Znueiwon: Tpérel va avapepovior 0Aeg o1 ToTobeoies TV UOVAIWYV TOPOYWYNS TOL EUTAEKOVTOL OTHV TOPOYWYIKH
diodikaoio yio, kale Yy IPAcTIKNG OVOLOS GUUTEPILOUSAVOUEVOV TV UOVEOIWY TO0TIKOD EAEYYOV,/ Tomobesieg
SOKIHOOIDV KAt TNV S10d1Kacio Tapaymyng.

Apactikn Ovoio:

Etoipu Ovopoasio: AebBovvon:
Xopa:

TnAépwvo:

Telefax:

E-Mail:

2HVTouUn TTEPLYPAPT] TOV GTASIMV TOPaAy®YNG oL dle&dyovtal amd TNV LovAda TopoymYNS:

D AvoQopd TV OPOPETIKAOV HOVAO®V TOL EUTAEKOVTOL GTNV TOPOYOYIKN O0dtKacia,
ocvumepAappavouévev Tov povadmv eréyyov toptidwv (TTapaptnua 3.4)

D [Ma xafe dpactikn ovcia, emovvayte pio SNAmon amd 10 Ewdwkevpévo Ipdcswmo tov (tmv)
Katoxov(®v) adetog mapaymyng OtL 1 dPACTIKY] OVGia TOPACKELALETOL COLPOVE LE TIG
AemTopEPElS KOTELOVVTIPIES YPOULES Y10 TV OPOT) TPOUKTIKY TOPAYWOYNS TOV TPAOTOV VADV
(TTapaptnua 3.10).

. ‘Exet ekdoBel motomomtikd katoriniomtog e Evp. @oppoaxomouiag yio tn(tig) dpactiki(£g)
ovoia(eg):
Hoy Ovan

D YroPdrete éva avtiypago oto [apdaptnua 3.7
AV vai, TopoKaAOVIE GUUTANPDOGTE TIG AKOAOLOEG TANPOPOpPiEg
- ovopa tov Katoyov CEP:
- OVOUO TOV TOPOUCKEVAGTY, OV SLOPEPEL OO TOV TOPATAV® OVUPEPOUEVO:
- apBuog CEP:
- mMuepounvia teElevTOiog ETKOPOTOINoNG (M- ULL-EEEE):




. [Tpdkertan va ypnoomomBet Kopro Apyeio Apaoctikng Ovciog (Active Substance Master File-
ASMF) yia v (115) dpaotikn (€¢) ovoia (£6);

oyt Cvon

AV vai, TapaKaAOVIE CUUTANPOGCTE TIC aKkOAOLOEG TANPOPOPIES
- 6vopa tov Katoyov ASMF:
- OVOLO TOV TTOPACKEVAGTY], OV SLUPEPEL ATTO TOV TOPUTAVE® OVOPEPOUEVO:
- Kowotikd apBud avagopdc ASMF, av vrapyet:
- EBviko apBpd avaeopds ASME: ((6tav epappdletat kot pdévo Otav ogv vITapyel
- Kowotikdc Ap1Opog avapopic ASMF
- Ap1Buog £K000MG TOV PHEPOLG TTOV CLPOPA TOV OLTOVVTOL:
- muepounvia vroPoing g aitnong (esee-pp-nm):
- muepounvia terevtaiog avabempnong (eeee-pp-nn):

D emoVvayTe €va avtiypago yparntg Pefaimone amd Tov TapacKELAGT TG OpUCTIKNG ovoiag 6Tl Oa
EVILEPDVEL TOV OLTOVVTO O MEPIMTMON TPOTOTOINGNG TNG TOPAYMYIKNG S0dIKAGING 1) TOV TPOJILYPUPDY
oopewva pe to Mapdapmmua I g Odnyiag 2001/83/EK, avaroyikadg spappoldpevov (Tlapdptnpa 3.7)

1.6 Mootk Kol TOGOTIKY] GUVOEDT)

1.6.1 TowoTtki] Kou T060TIKN 6VVOEST Yo TN (TIS) dpacTIKI(£S) ovoin(eg) Kat To(Ta) £kdoyo(a):

Na onuewwbdel n mocoOTNTO GTNV OTOil0L OVOPEPETOL M
ocvvleon (m.y. 1 Koydkio)

Avaeépete 1 OpooTikn ovoio(eg) Eeymprotd
amd 1o ékdoyo(a):

Ovopa mg(tev) dpactikig(dv) ovsiag(@v)* | [Tocotntae ~ Movada IIpotuno Avagopds /Movoypagiog
Ovopa tov (T0v) £kd0x0V(V)* [MocotnTOl Movada [TpoTVmo Avagopdg /
Movoypapiog

Inueioon: *mpénet va dobei pdvo pia ovopacio yuo kiBe ovoia pe v akdiovdn oepd tpotepardotnTog: Atebvig Kowoypnotn
Ovopaoia - INN** Evp. ®appaxomnotia, EOviky ®appokonotic, Kovoypnotn ovopocic, ETIGTNOVIKT OVOLAGio

** 1 dpaotiky ovoia Tpémel va dnAdveTot pe v vtodekvoopevn Aebvr Kowodypnot Ovopacio tng INN, cuvodgvopevn omd v
aAaTovyo 1 TNV EVOOPN HLopen TG, av xpetaletat (Yo mepiocdtepeg Aemtopépeleg, ovpovievdeite v KatevBovtripia Odnyia yio
mv Iepiinym tov Xapaktnpiotikdv tov [poidvtog [SPC])

Aemtopépele TuYOV TEPIGOELNG VO NV CUUTEPIAAUPAVOVTOL OTI GTHAES TTOVL OVAPEPOVTAL GTY] GUVOEST] TOV
OKELAGLOTOG, OALA VO SNADVOVTOL TOPAKATE®

- dpaotikn(ég) ovoio(eg):

- exooyo(a,):




2. AAAEX AITHXEIX/EI'KPIXEIX

21  Awosig/Eykpiceig Ewdukng Eykpiong Kvkhogopiog Tehkdv Ipoiovrov @appokevtikig
Kavvapng EALGOa
2.1.1  Yraapyer drAin aitnon yio 101K £YKPLGT KUKAOQOPIOS OOV EKKPENEL Y10, TO 1010* TPOTIOV;
Hoy Ovan
Av vai, Tpénetl vo cupumAnpwdel n Tapdypoapog 2.2.
2.1.2  Yradapyer GrAin aitnomn Yo }opiynon AOELS TOPAYOYNS OTOKAELGTIKA Y10 E£ay®Y1] Y10 TO 1010
TPOIOV Y10 OLHPOPETIKI] Y OPO. EEAYOVNG;
Loy Ovan

Av vai, Tpénetl vo cupmAnpwBel 1 mapdypaeog 2.3 Kot vo emeuvagdel avtiypa@o g S101KNTIKNG
doglag/éykplong;

2.1.3  Yraapyer dAin aitnomn yio opfynon GoES TOPAY®YNS OTOKAEIGTIKA Y10 eEaymyn Y10 Al
TEPLEKTIKOTITA TG I010.C QUPRLAKOTEYVIKIG HOPPNG;

Hox Yoil
Av vai, mpénel vo copumAnpwbei n mapdypopog 2.4

*Xnueiwon: “i010 Tpoiov” onuaivel ™V (010, TOLOTIKN KOl TOGOTIKY 00VOEoN G OpaoTiKi(£5) OVOIA(EG) KOl UE TNV 010 POPUAKOTEY VIK
HOPQN OTTO AUTOVVTES TTOV AVIKODY OTHY I01a UnTpiky etaipio §j Ouiro etaipicrv 'H o1 omoiol eival «kAGToyol TG adsiogy.

2.2. EwWwéc gykpiceig Kukho@opiag Yo to o0 wpoiov otnv EALGda (idio mototikn ko
ToGOTIKY oOvOeon o€ dpacTiki(£g) ovaio(eg) Kat £x0vV TNV 1010 PAPLOKOTEYVIKT LOPQY| Otd
a1TOVVTEG TOL AVIKOLV oTNV 1Ot UNTPIKY etanpio 1} ouzdo eToupidv 1 ot omoiot eivar «kdtoyot
EVIKNG £YKPIOTIG KUKAOPOPIOG »

D Eyxpibeioa

Huepopnvia €yxpiong (nn-pp-geee):
EUTOPIKY| OVOuaGiaL:
Ap1Buog Eykplong:

Emovvayte v 18k £ykpion kvkhogopiag (Iapdaptnuoa 3.16)

D Exxpepnc
Hpepounvia vroPoing g aitnong (nm-pp-eee):

D Amopprpbeioca




Hpepopnvia aroppuyng (nn-pp-geee):
Autio g andppyng

D Amocvpbeica (armd tov artovvta mTpy and TV £YKPLomn)
nuepopnvia ardcvpong (Mn-pu-
€EEE): EUTOPIKN OVOLLOGIOL:
Attio g andcvupong:

D Amocvpbeica (amd Tov ortovvia PLETA amd TV £YKPLon)

nuepounvio andcvpong (Mn-pu-
geee): Apuog ykplong:

Autio g

amOGLPOTG:

EUTOPIKN

ovopocio:

D AvootaiOeico/avakindeioa (amd v appodio apyn)

nuepounvia avactoing/ avixinong (Mn-pu-
€€€E): oTioL TNG AVOOTOANC avVAKANGNG:
EUTOPIKY| OVoaGiaL:

2.3 Eykpiogig Go€10¢ Tapay®YNS OTOKAEIGTIKG Y10 €0 y®Y1] Y10 TO 1010 TPOIOV Y10 AAAES YOPES
e€ayoyng (Ioa moloTikn Kot Tocotikn cuVBeoT G dpacTIKN(£G) ovaia(eg) Kat Exovv TNV ida
PAPHOKOTEYVIKT HOPOT))

D EyxpiBeica

Huepopnvia éykpiong (nn-pp-geee): Epmopikn ovopacior:

Emovvayte v dosteg mapaymyns oamokAEIoTIKA Yo EaymYT| Yol TO 1010 TPO1dV Yo AAAES YDPESG
eEayoyng (Mapdpmmua 3.17)

D Exxpeung

Hpepopnvia vrofoing g aitnong (nm-pp-geee):

D Amopprpfeioca

Hpepopnvia anoppuyng (nn-pp-geee):

D Amocvpbeica (amd Tov artovvto TPty amd TV EYKPLon)

Hupepounvia andécvponc:
Epmopkn ovopacio:
Autio andovpong (Mn-Uu-g€ee):




D Amocvpbeica (amd Tov aTtodvta HETA omd TNV £YKPLon)

Huepounvia amécvpong (nn-pu-ceee):
Ap1Ouog Eykplong:

Autio amdcvponc::

Epmopwn ovopocio:

D AvaotalOeica/avaxindeico (amd v apuodda apyn)

Huepounvia avactoig/ avixinong (mn-pu-ecee):
Autio avaoToAg/ avikAnong:
Epmopkn ovopacio:

2.4 Eykpiogig 00E10V TOpay®YNS OTOKAELOTIKA Y10 EEQy®YN Y0 GAAES TEPLEKTIKOTNTES TS I010G
PUPIAKOTEYVIKNG HOPPTiG

D EykpBeioca
Huepopnvia éykpiong (nn-pu-geee): Epmopikn ovopacior:

Emouvhyte v ddetec mapoywyng amokAelotikd yio eEoymyn o GBALEG TEPLEKTIKOTNTES TNG
idag pappoakoteyvikng popeng (Mapdpmmua 3.18)

D Exxpepng
Hupepopnvia vropoing tng aitnong (nn-pu-geee):

D AmopprpBeioca
Hpepopnvia andppyng (nn-pp-geee):

D Amocvpbeica (amd Tov artovvta TPy amd TV £YKPIon)
Huepopnvia andcvpong:
Epmopkn ovopacio:
Autio andovpong (Mn-Uu-E€€g):

D Amocvpbeica (amd Tov atodvta HETA omd TNV £YKpion)

Hpepopunvia amdécvpong (nn-pp-geee):
ApBudg éykpiong:

Attio antocupong:

Epmopucn| ovopacia:

D AvaoctaABeica/avaxkindeioa (amd v appodia apyn)
Huepopunvia avactoiig/ avixinong (mn-pu-ecee):
Attia avaotolg/ avikinong:
Epmopwkn ovopacio:




EITPA®A XE ITAPAPTHMA (OIIOY AITAITEITAI)

3.1 ATO01EN TANpOUNIG

3.2 EmotoAdr] €ovo1000tong yuoo emkovevio €K HEPOLS TOVL OTOOVTO/ TOV KOTOYOL NG GOELG
TOPOY®YNG OTOKAEIGTIKA V1o E0y@yn (TP Ko HETE TNV YOPRYNoN OLTHG)

Adew Tlopaymyng omottovpevy, ovoloyik®g seoppolopevovr tov Apbpov 40 tng Odnyiag

3.3 2001/83/EK (1 100d0vapo £yypago ektog Tov EOX 6mov 1oydel Zopowvia Apoifaiog Avayvopiong
1N dArec Kowotikég puBpuiceic). Omoladnmote amdoeln, avaroyikmg spappolopevov tov dpbpov 8.3
() ™ Odnyiag 2001/83/EK

34 AvoQopd TOV UOVAS®V TOL EUTAEKOVTOL GTNV TOPUYOYIKT Sl0dIKAGIo TOV TEMKOV TPOTOVTOC
(QOPLOKEVTIKNG KAVVAPNG 1] TNG OPACTIKNG OVGING.

3.5 BeBainon coppopewnong pe Kavoveg GMP.

3.6 Emotoln(ég) mpdoPaong oto(ota) Kopro(a) Apyeio(a) Apootikrg Ovoiag 1 oviiypogo
[Metomomtikov(®v) KataAiniotntog g Evp. ®apuaxomotiag (6mov epapuodletar).

3.7 Avtiypago g ypantig Befaimong amd Tov Tapackevastn TG OpacTikig ovsiog 6Tt Ba eviuepdvel
TOV OUTOVVTIO GE TEPIMTMOT TPOTOTOINCNG TNG TUPUYWDYIKNG SdIKAGIOG 1 TOV TPOIypaupdV
ovpewva, pe to [apdptnua I tng Odnyiag 2001/83/EK, avaroyikdg epappoloUevov.

3.8 Emonpovon mov €yovv atodel pall pe v aitnon, 01mg arotteitot

3.9 Befainon coppudpemong g dpactikng pe v katevbvvmpila odnyia « GUIDELINE ON GOOD
AGRICULTURAL AND COLLECTION PRACTICE (GACP) FOR STARTING MATERIALS OF
HERBAL ORIGINy, (Doc. Ref. EMEA/HMPC/246816/2005)

3.10 Mo kabe dpaoctikny ovcia vo, emcvvantetal MAmon amd tov Yrevbvuvo Emictiuova tov (tov)
KaTOXoL(®V) ASELNG TaPAY®YNS (TAPUCKELAGTES Kot VIEVOVVOLS anelevBEpwong Tng TapTidag Tov
TEMKOD TPOIOVTOG) OTL 1 OPOOCTIKY] 0OLGIN TOPACKEVALETOL COUP®VO WE TIG AEMTOUEPEI
KaTELOVVTNPLEC YPOUUES VIOl TNV OPON) TTPOKTIKY TOPOYDYNG TOV TPMDTOV LADV.

3.11 ‘Eykpion €yKoTdoToong Kot AEITOVPYING Y10, TNV TOPOUY®OYN TEMK®OV TPOIOVI®V (POPUUKEVTIKNG
kévvapng [ap. 2 A v.4139/2013 (DEK A’74) 6mwg €xel tpomomomBei Ko 1oydeL]

3.12 AmddeIEn Kotabeong aitnong yo doglo SuvaTOTNTAG TOPAYOYNS Yo EOIKT EYKPLOT KUKAOQOPING
TEAMKOD TPOTOVTOC PAPUAKEVTIKNG KAVVAPNG Lopen¢ dtapopeTikig Tov Enpov avBov (apd 21B map2
kot op0 2IE, mop.1y v. 4139/2013 (DEK A’74) 6mov epapudleton
Yrevbvvn Snhwon arrovvtog oyetikd pe v eEoyayn (mop.1 apd. 3 Y.A A3(y)40642/2024 (PEK

313 B” 4581)

3.14 Befaimon g Atevbuvong Adelodotnong Exyelpnoemnv kot ETyeipnuotikdy mipkov e YeEVIKIG
I'pappateiog Bropnyaviag oouepova pe to ap 21T map.1 tov v 3149/2013 (PEK A’'74) (spdoov
poKetton yio eEoywyn Enpov avon)

3.15 Anddeién Yo TNV €YKaTdoTooT Tov artovvta oty EAAGSa.

3.16 Edikn €ykpion kukhlogopiag yia 1o 1010 Tpoidyv otnv EALGdQ

3.17 Adelec TapaymYNG OMOKAEIGTIKA Y10l £0Y®YN Y1 TO 1010 TPOTOV Yo AAAEG YDPEG eE0YDYNG

3.18 Adeleg mOpaymYNG ATOKAEICTIKA Y10, eE0ymYT| Y10 AAAEG TEPLEKTIKOTNTEG TNG 1010,C POPUOKOTEXVIKNG

Hopenig




