AIXTA EAEI'’XOY AIKAIOAOTHTIKQN AITHXHX

Adel0g OVVATOTNTOG TOPAY YIS KL
Adswo Mapaymyng amokieroTikd yio e&aymyn)
Eyyopiog Mapayopevov Temkov [Ipoidvrov @Pappokevtikig Kadvvafng

Baon twv apb.2IB, 21T, 2IXT tov v. 4139/2013 (PEK A'74) émwe éxel tpomomombei kot 1oy0e1 kai TV

opu. > wop. 1, a Top.b. 1. opu.7 wop.o TS I.A. OTT OPIOU.
100. 3 wap.1, apl) 6 wop.B. 1. & ap.9 map.5 e Y.A. vr’ apifu. A3(3)40642/2024 (PEK B '4581)

L. Adgro Avvatétnrag wapayayns (Aikaoroyntikd ko lapdafoira)

TIA. AtkaroroynTika

Aitnon Tov €pYOcTaGIOV LE TIG AITOVUEVEG LOPPEG

‘Eykpion Aertovpyiog (K.Y.A. apBu. 51483/700/®.15/2018, DEK B 1692)

Koprog @dxelog Eykatdotaong (Site Master File)

AIWIN|F-

"Eleyyoc kataAinAotnrog g eykatdotaong (Installation Qualification) kot Tng Aettovpylog
(Operational Qualification) e£0mAIGUOD KOl GUGTNUATOV.

Aloptopog vrevdovav emotuovay (BA. avaAivtikd Kototépm vo 1LA.)

BiBAio eléyyov a” vidv

BifAio eléyyov etoipmv mpoidvimv

N 01

Aa10AoyNTIKA S10p1oUoV/aVTIKATAGTACT G VIELOVVOV ETLGTLOVOV:

i) Aimon tov gpyoctaciov 1 epyootnpiov yw TV £yYKPlon TOv S10PIGHOD TOL
VEVBHVOL EMIGTILOVA.

i) Ymebbvvn dnlwon tov apbpov 8 tov N. 1599/1986 tng emyeipnong 6mov Oa
onimvetat 61t 0 vevBuvog Ba Exel AN P amacyOAnon kot av Bo aokel Ta KabrKovta
ToV VITEVHVVOL TOPAYDYNG T} TTOLOTIKOD EAEYYOV.

iii) Aitmon tov emotuova Tov TPOKELTAL Vo avaAdBeL TV vevBuvoTnTa 6TV 0Toin O
EMIGLVATTOVTOL TO, TOPOKATD STKOULOAOYNTUKA:

—  Emwvpopévo avtiypago mtuyiov pog TV €81IKOTHTOV KAl GYOADY TNG
Tapaypapov 1, Tov apbpov 27 tov N. 1316/1983.

—  YzmevBuvn dMlwon tov apbpov 8 tov N. 1599/1986 1oL vIELOHVOL
EMOTHHOVA OTTOL B SNADVETOL OVAAVTIKA 1) TPOVINPEGID. TOL KOl 1) TLYOV
VILAPYOVGO EEEISIKEVOT) GTA OVTIKEILEVE, TNG LTEVOVVOTNTAG TOV.

- YrevBuvn dnAmon tov dpBpov 8 Tov N. 1599/1986 and tov dropildpevo
vevuvo 6mov Ha dnAmveton OTL:

* Aev devbovel gappokeio 1 Qoppokamobhikn N TPATHPLO
€PYOOTAGIOV OVTITPOCHOTEING KOl OEV EYEL

*  4AAn Anuocio, AnpoTiKN 1) 0TO10ONTOTE AUEPOUEV IOLMTIKY
0éom.

*  'Exel eKmAnpadoel TI§ OTPOTIMTIKEG TOL VTOYPEMCEIS 1 EXEL
vopo amaAdoyel amd avtég (LOVOV Yo APPEVEC).

*  Eivar ypappévoc ota Mntpda tov Anfuov......... N g
Kowomrag..........

*  Aev éyel mapamepebei pe tedecidko fovievpa yio KAToo and
TO OOIKTLOTO 7TOV AVOPEPOVTAL GTO €60 & TNG ToP. 2 TOV
apBpov 1 Tov A. N. 517/68.

*  Aev &gl twopnbel ywoo mapdfoon TC QUPUAKELTIKNG
vopofeciog pe TOWN  OPOTIKNG  avAKAnong  Gdslog
AELTOLPYIOG KATOCTNLOTOG 1] AOKNOMG EMOYYEALOTOC,

* To gpyootdolo mov Ba devBovel €xel MANPN EMAPKEIL Yo
KOVOVIKT] AEITOLPYIO. KOU EMIOTNUOVIKN] TOPOCKELT TMOV
TPOIOVIMV.

A1EVKPIVIOEIC OYETIKG, UE TNV QVTIKOTA0TO0H TOL VIEVBVVOL emioThuova.
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- Y& TEPImT®OOoN OUITHUOTOG OVTIKOTAGTOGTC TOL VTELHVVOV EMGTAUOVE, O EPYOSOTNG
TPEMEL VO KATOOECEL EMTPOCHETMC:
o)) Xg TEPINTMOOT OTOAVOTG TOV TPOTYOVUEVOL LITELBVVOL:
*  'panti aittoAdynomn g (NTOOUEVNG OVTIKOTAGTACONC.
B) e mepintmon mapaitnong tov mTponyovpeVoL vITeELBVLVOL:
*  Avtiypago tng dMAmong yio mopaitnon mwov copeova pe to dpbpo 16 tov A.N.
751/37 vmoypedveral va Kavel o maportndeic veevBuvog 60 nuépeg Tpv Tpog Tov
E.O.®. ka1 pog tov pyodotn 1] €' 660V 0 amoympnoag vreBuvog dev ExeL TP oEL
TIG VOLUEG dtadtkacieg, vrevduvn dMiwon Tov dpbpov 8 Tov N. 1599/1986 o611 0
avTIKOOIGTAUEVOG EQUYE YWPIC TPOEDOTOINGT| Kot OEV amoADONKE.

LB. Hapapora (Y.A. or’ ap. AYT 30/ 11171107/2008 PEK 2689B /31-12-2008 ap.7)

1 2.500,00 Evpod yio xoprynom Gde10g SuvaTOTNTOS TOPOYWOYNG Y10 TEAMKE TPOTOVTAL
(QOPUOKEVTIKNG KAVVAPNG.

2 400,00 Evpd avd popen yio teAkd Tpoiovto QapUoKELTIKNG KAvvapng.
3 50,00 Evpo ywo v Bempnon kébe Bifiiov
4 250,00 Evpd yio tov d10ptopd/ovTikaTdoToo

I1. Adzwo Mopayoyig arokieiotikd Yo EEayoyn— Aukaoroyntikd & Mapafoia

Ta mAnpopoplokd ctotyeior Kol £yypapa Tov cLVOdEVOLVY TNV aitnon Gdel SVVOUTOTNTAS TAPUYWOYNG TEAMKOV TPOIGVTOC
QOPUOKEVTIKNAG KAvvapne amoxkieiotikd yio. eEaywyn tagivopovvtol o€ 2 Evotteg (Modules):

» Evomto | (Module 1): mepiéyet €181kd d101knTikd otoryeio Ko &yypopa. (dedouévar)

»  Evomsta 1 (Module III): mepiéyet ynuikn, QopUOKeLTIKY 1)/Kot BlOAOYIKY TeKunpimon

. e kabe o, evotra (1 ko I mepiéyeton mivakag Teplexouévmy.

. O gvotmrec | kan 11, yivovon dextég otnv EAAnvikh 7 otnv AyyAucn YAdooa.

. "o v ovopatoloyio TV dPACTIKMY OVGIMV KOl TOV EKOOYMV TOV QUPUOKEVTIKMY TPOIOVIWOV Vi
ypnopomotovvtar ot INN ovopaoieg (International Non-proprietary Names)/Ph.Eur.

. O1 LopPEG, KOl Ol TEPLEKTEG TV PUPUIKEVTIKOV TPOIOVI®V Vo, amrodidovtal fdoel Tv Tumikedv opwv (standard
terms).

. Ol QOPLOKEVTIKEG ETOLPEIEG, TOL dNADVOVTOL GTO, 1APOoPa TEDIO TOL EVTVTTOL TNG aitnong va Tpocdtopilovtal Kot

ue tov Kmodkd EOD (yia yopriynomn, 61evkpivion, tpocsdtoptopd Tov maparave kodtkod EO® arsvbuvieite oto Tunua
I'poppateiog kot Atotkntikod EAEyyov g AAYEID).

AIIAITHZEIZ TYHOIIOIHMENOY ®AKEAOY AAEIAX ITAPAT'QI'HX AIIOKAEIXTIKA I'TA EEAT'QI'H

Afttnon yio Gdg1o Tapayyng OmOKAEIGTIKA Yo Tehkd tpoiovta Pappokevtikng Kavvafpng

eEayyN TEMK®V TPOIOVIOV QUPUAKEVTIKNG YroBariovtor ot Evotnreg I & IIT émov epapudletar (Modules I, 111)
Kkévvapng dpbpwv 3 map. 1 & 6 map. B e Y.A.
v’ apiBp. A3(y)40642/2024 (PEK B'4581)

ENOTHTA | (MODULE 1): IMMAPATHPHXEIZ KATATI®ETAI
AIOIKHTIKEX IAHPO®OPIEX NAI OXI
1.0 EmotoAn (Cover letter) TUVOTTIKT EXLGTOAT TOV GLTOVVTO, LUE TO

oTolKEl0 TOL GUVOSEHOLVV TNV AiTNOT AdELNG
TOPOYDYNG ATOKAEIGTIKG Yol eE0y@yn TOV
TEMKOD 1 EVOLALEGOV TPOIOVTOC
QOPUOKEVTIKNG KAVVOPNG

1.1 [Mivakog mepleyopévev Y7oBdaAleTor TivoKag TEPIEYOUEV®Y TOV
Evomitov | kot I Tov @axélov yia aitnon
€101KNG £YKPILONEC KLKAOPOPIOG.

1.2 "Evtumo aitnong adeiog mopoymyng ZoumAnpovetol EEXMPIGTO EVTLTO OTNOTG
OTOKAEIGTIKA Y10 EEQY®YN TOL oVl LopeN Kal ovA TEPIEKTIKOTNTO TOV
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TEMKOU TPOIOVTOG POPLLOKEVTIKNG
Kavvopng

(Avtiypago Tov gvtimov g aitnong
Oa mephapPavetar o KOO PHEPOG
TOV PaKEALOV

TEMKOU TPOIOVTOG PUPLLOKEVTIKNG
Kévvapnc.

2 TpdTN oeAida Oa TPEMEL v VTTAPYEL
VIOYPOON.

To évtumo tng aitnong Ba npémel va eivar
GUUTANPOUEVO GE OAN TO TTEdIAL.

To Mupa «Aev epappdletany avaypdeetan
o€ media mov dgv ¥pNLovv GLUTANPWOOTG.

1.3 Téln: Hapdptnua 3.1 g aitnong
(2.500€ + 400€ ava Iapaporo 6mwe avtd Kabopiletorl and v
LLOPOT)/TEPLEKTIKOTITAL) map.d Tov opb. 21IA tov v. 4139/2013 6memg
€xel Tpomomoindel Ko 1oyvEL KoL TNV TTap. O
Tov apb 3 g A3(y)40642/2024 (DPEK
B’4581)
1.4 E&ovo1066tnomn and tov attovvia apdaptnua 3.2 ¢ aitnong
Yo TNV KOTAOEGT TOV OKELOL
(6mov amanteiton)
1.5 EmotoAr eovaiodotnong v Hapaptnua 3.2 g aitnong (6mov
EMKOW®MVIO €K LEPOVG TOV auTovvVTo/ | EQopuroleTarl)
TOV KOTOYOL TG AOEL0G TaPAy®YNS
OTOKAEIGTIKA Y10 eEaymyn
1.6 Adeia Iopoaywyng ap.3 Mapaptnua 3.3 ¢ aitnong
nap. 1, mepintmon d) Tov
N.1316/1983 mov yopnyeitor amd Tov
E.O.® o1ov Kd10Y0 NG £YKpLong
TV JlatdEemy Tov ap. 2A Tov V.
4139/2013 (®EK A’74) 6mwmg €xel
TpoToTolfel Kal IGYVEL.
1.7 Movada (-g¢) mov epumiékoviat oty | [Tapdpmua 3.4 g aitnong
TOPOYOYIKN S10TKAGI0 TOV TEAKOV
TPOTOVTOG POPUAKEVTIKNG KAVVAPTG
1 TG SPAGTIKNG 0LGING
1.8 Befaimorn coppopewong pe Toug Iapaptnua 3.5 g aitmong
Kavoveg Koing [opayoyns (K.Y.A.
apB.A3(a)/14709/2017)
1.9 EmotoAn (eg) mpdcPaong oto /a Hoapaptnua 3.6 g aitnong
Kopro/a Apyeio/a Apactikig Ovciag | (Letter of Access tov mapaywyod tng
LE TPOTOTLTN VILOYPAPN N dpaoTIKNG TpMTNG VANG Y10 TpdcPaocn oTo
avtiypagpo [Tictomointikov (wv) KAE0TO péEPOg Tov ASMF)
KaTaAANAGTTOC TG Evp. (6mov epapuodleTon)
Doppokomoiog
1.10 Avrtiypogo g yportig Pefaimong Hapaptnua 3.7 g aitnong
oo TOV TAPUCKEVOCTN TG
dpaoTikng ovciag 6Tt o evnuepdvel
TOV QULTOVVTO GE TEPIMTOON
TPOTOTOINOMG TNG TAPOYMYIKNG
S1d1IKAGI0C 1| TV TPOSLALYPAPDV
tov [Tapapmuatog I g Odnyiog
2001/83/EK, avoloyikmg
epappolopévov.
1.11 Befaimon coppopeoonc g Iopdaptnua 3.9 ¢ aitmong

OpOCTIKNG UE TNV
katevBoviipo  odnyia
«GUIDELINE ON GOOD
AGRICULTURAL AND
COLLECTION PRACTICE (GACP)
FOR STARTING MATERIALS OF
HERBAL ORIGIN»,
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(Doc. Ref.
EMEA/HMPC/246816/2005)

1.12

IMoa ka6 dpactikn ovoia v
EMGLVATTETOL ONAWOT AT TOV
YnevBuvo Emotipova tov (tev)
KaTOYXoL(WV) AdE10G TOPAYDYNS
(TopackevaoTég Kot LITELHVVOLG
aneAevfEpoNG TS TAPTIOG TOV
TEAMKOD TPOIOVTOG) OTL T OPOUGTIKA
ovcio TapackevAleTal COUEOVO LE
TG Aemtopepels KatevBuvnpieg
YPOULES Y10, TNV 0pO1] TPOKTIKN
TOPOYDYNG TOV TPMDTOV VADV.)

Hoapaptnua 3.10 g aitmong

1.14

[TInpogopieg yro To mpoidv

1.141

Emonupavon mpoidvrog

Hoapaptnua 3.8 g aitnong

Sopeova pe map.S 0p.9, map.2 mg Y.A
A3(y)40642/2024 (PEK B'4581)

Allo. dikooA

oynTiKd

1.15

"Eykpion €YKOTAGTAONG Kot
Aertovpyiog Yy TNV WOPOYOYN
TEMK®OV TPOIOVIOV  (QPOPUAKEVTIKNG
Kévvapng

Hapaptnpa 3.11 g aitmong

1.16

Amddelén katdbeong aitmong 7y
GOEL0 TOPOYDYNG TEAKOD TPOTOVTOC
POPHAKEVTIKAG  Kavvapng  Hopeng
dapopetikng Tov ENpov GvBoug (map.
2, apb. 2IB, & ototyeio 1y, map.1 apd
21IE v. 4139/2013 (®EK A’74) 6mov
epappoletar

Hoapaptnua 3.12 aitmong

1.17

YnrevBuvn 0MAmor Tov aitovvTog Yo
mv e€ayoyn map.l apb. 3 mc Y.A
A3(y)40642/2024 (DEK B'4581)

Hoapdptnua 3.13 aitmong
Na avaypdeeton

N xOpo. e&oymyng

N QOPUOKOTEYVIKY] HOPON TV
TOPAYOUEVOV  TEAIKOV  TPOIOVTOV
QOPUOKEVTIKNG KOvvopne 7N Tov
amo&npapévov dvBovg Tpog eEaywyn
YO0 10TPIKOVG KOl (QOPHOKEVLTIKOVG
GKOTOVG, AVEEAPTNTO EAV OTNV YDPO.
g10ay®mYNG avtd Bepovvtal TEMKO 1
EVOLUETO TPOTOV, 1) TPMTN VAN,

1 TOLOTIKN KOl TOCOTIKN cvvOeon,

n MEPLEKTIKOTNTA o€
TETPADOPOKOVVAPIVOAT Kot GAAOVG
petaPolritec tov @utov Cannabis
Sativa L,

TO EPLEYOUEVO GE PAPOG 1| OYKO
1] CLOKELAGIN TOV,

evoegyopevn ovorypoen logni\Y
EMONUAVOT EWOIKAOV OTOITNCEDV TNG
XDPag eCoyoyNg
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1.19 Befaimon ™m¢ Awbbvvong | TTapdpmuo 3.14 (spdoov mpoOKeTOL Yid
Adeoootong  Emyeipricev kot | eaywyn Enpov avhol)

Emyeipnpotikedv ndpkav g YeVIKNG
I'pappateiog Biopnyaviag copoava
ue 1o ap.2II" tov v 3149/2013 (®EK
A'74)

AIAITHZEIZX TYHHOIIOIHMENOY ®AKEAOY AAEIAX TTAPATQI'HE AIIOKAEIXTIKA I'TA EEATQI'H

ENOTHTA III (MODULE I11): IMAPATHPHXEIZ KATATIOETAI
NAI OXI
XNWKN — QOPUOKEVTIKT H texpmpioon apopd mapa. 1 tov apb. 3 g
TEKUNPI®OON Y.A A3(y)40642/2024 (DEK B'4581).

O k00’ HVANV appodlog VITAAANAOG TOV TOPUAAUPAVEL TO PAKELD TOV VIO EYKPIOT TEAKOD TPOIOVTOC POPUOKEVTIKNG

KEAvvapng eAEYYEL TNV TANPOTNTA TOV EYYPOPDOV GUUPMOVO, [LE T TOPATAVE AloTa.
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