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1. NEAIO EQAPMOIHZ

H trapouca Texviki lMpodiaypagnr (TI) KaAUuTTel TIC amaITAoEIg TTpoundeiag
MpwTtwyv YAWwv Mapaywyng ®apudkwy (dpaoTIKEG PAPUAKEUTIKEG OUTIESG Kal EKOOXQ).

2. 2XETIKA EFTPAOA

2.1 Amdégaon AZ EO® 0-833/181/6.10.2008 (PEK 135/B°/2009) KaBopioudg
TwVv KareuBuvTtnpiwv Mpappwy TnG E.E. OXeTIKA pE TIG «ApXES Kal Toug Kavoveg KaArig
Mapaywyng yia 1a ddppoka kar Ta Sokipaloueva QAapuaka avlpwIrivng Xpnong,
Mépog 2 «Baoikég Ammaitioceig yia ApaoTikég Ouaoieg 1TTou XpnolUoTTolouvTal WG
MpwTeg "YAEG» OTTWG €XEI TPOTTOTTOINBEI KAl IOXUEL.

2.2 Tlpoedpikd Aldraypa 118/07 «Kavoviopog [Mpoundeiov  Anuoagiou.
(PEK150/A/10.07.2007).

2.3 Guidelines on Good Distribution Practice of medicinal products for
human use (2013/C 343/01 Official Journal of the European Union).

2.4 Tlpotutro EN I1ISO 9001:GR «ZuotAuata Aiaxeipiong tng lNoidétntag -
ATTQITAOEIGY.

2.5 Ta oxemka &yypaga, otnv £€KdOON TTOU Ava@EPOVTAl, ATTOTEAOUV PEPOG
TNG TTapoucag Trpodiaypa@ng. MNa Ta £yypaga, yia Ta OTToia OEV AVOQEPETAl £TOG
¢€kdoong, e@appoletal N TeAeutaia  €KOOON,  CUUTTEPIAQUPBAVOPEVWV — TWV
TPOTTOTTIOINOEWY. 2€ TIEPITITWON QVTIPAONS TNG TTapoucag TTPOdIaYPaPAG  MHE
MVNUOVEUOUEVA  TTPOTUTTIA, KOTIOXUEl N Trpodiaypa®r), utmd Tnv TrpouTtrobson
IKAVOTTOIiNONG TNG IoxUouoag vouoBeaiag Tng EAANVIKAG Anuokpariag.

3. TAZINOMHZzH

3.1  O1 mpwreg UAeC TTapaywyns @apudkwy avhkouv atnv KAaon 6505
«Drugs and Biologicals» katd NATO ACod-2/3.

3.2  CPV: 33600000 - 6. (Aiapopa Xnuikd MNpoidévta)

3.3 ApiBuoi ovopaoTiKoU ava TTpwTn UAN TTapaywyns apudkwy, cUPewva
Me TIG Mpoodnkeg | kai ll.

4. TEXNIKA XAPAKTHPIZTIKA

4.1 Opiop6g YAIkoU

O1 mpog mpounBeia Mpwteg "YAeg Mapaywyns appdkwy trepIAaudvouv
OPOOTIKEG PAPMUOKEUTIKEG OUCTIEG KAl €KOOXA TTOU XPNOIUOTTOIOUVTAI YIA TNV TTAPAYwY)
PAPUOKEUTIKWY OKEUOOHATWV.

KatdAoyog dpaoTIKWV QAPUOKEUTIKWY OUCIWV Kal EKOOXWV CUUQWVA HE TIG
MpooBnkeg | kai ll.

4.2 Quoikd XapaKTnPIoTIKA



4.2.1 O1 mpog TpopnBeia lMpwTteg YAeg Mapaywyng Papudkwyv
(OPaOTIKEG QPAPUOKEUTIKEG OUCIEG Kal €KOOXQ), TIPETTEI va E€ival OUPQWVEG MPE T
TTPOTUTTA TWV Kavovwyv KAAng trapaywyns (Good Manufacturing Practices-GMP) kai
KaAng dlavoung (Good Distributor Practices-GDP), cupowva pe tnv Amogacn AZ
EO® 0-833/187/6.10.2008 (PEK 135/B°/2009) ka1 cupwva pe «Guidelines on Good
Distribution Practice of medicinal products for human use» (2013/C 343/01 Official
Journal of the European Union).

4.2.2 O1 OpaOTIKEG QPAPPOKEUTIKEG OUCIEG KATA TNV TIApaywyr Kal
OlaVOMN TOUG TIPETTEI VA UIOBETOUV TIC QPXEG KAl TIG AETTTOUEPEIC KATEUBUVTAPIESG
YPOAUMEG KOAANG TTAPAYWYAG TWV TTPWTWY UAWYV TTOU KaBopilovtal YE aTTOQACEIS TOU
EO®, ekdiddpeveg etmmi TN Baoel odnyiwv NG Eupwtraikng EmTpotig kai va eival
OUPQWVEG PE TIG TTPOJIAYPAPEG TWV HOVOYPAPIWY Twv Ioxuouowyv Ekddoewv
®appakotroliag (EAANvIKAG, EupwTrdikig i Twv HIMA).

4.2.3 Ta €kdoxa TIPETTEI VA €XOUV TTOPACKEUOOOEI CUPQWVA PE TOUG
KAVOVEG TNG TEXVNG KAl TNG ETTIOTAUNG KAl va ouvodeuovTal atrd MoTtotroinTikd TTou va
atrodeIKVUEl OTI N TTapaywyr dIEEAXON CUPPWVA PE KOBOPIOPEVES TTPOdIAYPAPES KAl
OTI TO UAIKO €ival KATAAANAO yia XpAon 0€ QaPPAKEUTIKA TTPOIOVTA.

4.3 Zuokeudoia

4.3.1 Ta mpog TpounRbeia UAIKA Ba TTpETTEl va €XOUV OUOKEUATia
EMTTOPIKN (KOUTI) KOl JETAPOPAGS (KOUTEG).

4.3.2 To umd TtpounBeia UAIKO va diaTiBeTal €ite Pe TNV APXIKN
EPYOOTACIOKI OUCKEUAOIO TOU I QVOOUOKEUQOMEVO, ME TNV TTPoUTToBeon Ot Ba
ouvodeuetal atrd mmoToTroiNTikG  [ioTotroiNTikG  KaAAg TMapaywyikhg Aladikaciog
(Good Manufacturing Practices - GMP) yia avoOUCKEUOCIa QOPUOKEUTIKWY OUCIWV
TNG ETAIPEIAG TTOU £KAVE TNV AVOOUCKEUOOIA.

4.3.3 O1 TepIékTEG va  gival o@paylopévol  KAtd TPOTTO TTou  vd
atrodeIkvUETal N TTapapiacn Toug.

4.3.4 Ta uNikd ouoKeuooiag PHETAQOPAG TTPETTEI va UnNv TTNPEACOUV TO
TTEPIEXOPEVO, va €EQOPAAI(OUV TNV ACQPOAN PETAPOPA TOU, VA TTAPEXOUV TTPOCTACIO
atmo e¢wyeveic TTapdyovTteg (uypaoia, okdvn K.A.TT) Kal va gival autd TTou KaBopidovTal
aTtrd TOV TTOTOTTOINKEVO KATAOKEUAOTH.

4.4 Emionpavon

4.4.1 YAikou f/kai MpwToyevoug ZuoKeuaaoiag
Mavw o KABe Kevd oCuoKeuaoiag va avaypd@ovtal, OTOIXEID avayvwpiong Tng
YT peoiag kai TG TTpopneeiag, dnAadn:

44.1.1 ApIBUOG ovopaoTikou, €dv autodg didetal atrd TNV
dlakApuén.

4.4.1.2 Mepiypagr] Tou UAIKOU, OTTwWG auTh dideTal amd Tnv
dlaknpuén.

4.4.1.3 21oixeia  TpounOeutr)  (ETwvupia  emmixeipnong,
AietBuvon, TnAépwvo).

4.4.1.4 2T1oixeia  TrpounBeiag  (ApIBUOG ouuBacng, €T0G,
Ymnpeoia ).

4.4.1.5 OtroiadnTrote AAAN €voeign TTPOPRAETTETAI va QEPEI

autd oUPPWvVa HPE TNV lIoxuouoa vopoBeaia (T TTapTida, nuUEPONvia TTapaywyng,
A&ewg, KaBapsd BApog, eUPAEKTO, TOEIKO, DIOBPWTIKG K.A.TT).



5. AMAITHZEIZ ZYMMOP®QZHZ YAIKOY

5.1 ZuvodeuTikd Eyypaga / MioTotroiNTika

5.1.1 Texvikf TTpoo@opd, YE TTARPN TTEPIYPAPH TOU TTPOCPEPOUEVOU
UAIKOU padi e TTAAPN QUOIKA 1) TEXVIKA XOPAKTNPIOTIKA KAl OTTOIOOATTOTE AANO OTOIXEIO
TTOU TTPOOCdIOPICEl ETTAKPIBWS TO €iDOG KAl ATTOOEIKVUETAI TNV UTTAPEN OUYKEKPIMEVWV
TEXVIKWYV XAPAKTNPIOTIKWY TOU UAIKOU, TT.X. compacted, micronized, k.a. EVOEIKTIKA
ava@EPOVTAl TO TTIOTOTTOINTIKO TTOIOTIKOU €AEYXOU UAIKOU, TTOPATIOUTIN) O€ ETTIONUN KOl
éykupn PBiIBAIOypa®ia, TUXOV eyKpioeig TTou €xel AAPEl, ouokeuaoia, K.A.TT. ZT0 @UAAO
NG TexVvIKAG Mpoo@opdg Ba kataypa@ovTal OAa Ta OXETIKA DIKAIOAOYNTIKA.

5.1.2 ®UANo oToIXeiwv AngITTPOBECUWY UAIKWV (UTTOBEIYHA OTTWG OTNV
MpooBrkn V) Tou TTPOPNOEUTH ] TOU KATAOKEUOOTH i TOU VOUIYOU EKTTPOCWTIOU
auTou, oTnV OTToia va dNAWVETAL:

5.1.2.1 O apiBudg TTapTidag, N NUEPOPNVIA TTAPOOKEUNG Kal
AENG A n 6€0PEUCT] TOU VA YVWOTOTIOINCEl TA TTAPATTAVW OTOIXEIa KATA TNV TTapddoon
TWV UAIKWV.

5.1.2.2 H avwrtatn didpkeia (WG Kal XpHong Tou TTPOIOVTOG O€
KAVOVIKEG OUVONKEG atroBrikeuong.

5.1.2.3 H Tmepiexduevn ToodtnTa (KaBapd Bdapog) ava povada
OUOKEUOOIAG.

5.1.2.4 O xpOvog TTPOOKOMICEWG Kal TTapaddoong Tou €V Adyw
€idoug oTov TOTTO TToU Ba UTTodEitel N YTIpeoia (0TTwg Ba opideTal amd Tn Alakipuén
KAl o€ XPOVIKO BIAoTNUa OXI HEYAAUTEPO TWV £EI UNVWV).

5.1.3 Avtiypa@o 1oXUovTog MoToTroIinTIKoU ZUuuép@wong ZuoThAuaTog
Alaxeipiong Tng MoidtnTag kata 1SO 9001.

5.1.4 Avriypago MoTotrointikou KaAng Mapaywyiknig Aladikaoiag (EU
GMP) €kd1douevo atrd apuddia Apx kpdrtoug péAoug TG EupwTraikng ‘Evwong pe
nUeEpounvia ARgNG mépav Twv 12 unvwy.

5.1.5 T dpACTIKEG QPAPUOKEUTIKEG OUCIEG TTPOEPXOMEVEG OTTO XWPEG
ek16¢ Eupwtraikic ‘Evwong, [pamt)y EmBeBaiwon (Written Confirmation) tng
ApMOdIaG apxnNg NG TPITNG XWPAg £Laywyng, OTI Ta TTPOTUTTA TV KAVOVWY KOANG
TTapPAywyrng TTou e@appolovTal OoTnV €YKATACTOON TIOU TIapAyel TNV €EayOuEvn
OpaoTIK oucia eival TOUAAXIOTOV 1000UVAPO MPE eKEiva TTOU oOpiovTal Atro Tnv
EupwTraiki ‘Evwon kabwg kai avtiypa@o MaoTtotroinTikou £mMOewpnong TTapaywyikwy
eTaIPEIWV TNG dpacTIKAG ouciag  (Audit report) pe nuepounvia AAENG TTépav Twv 12
MNVWV.

5.1.6 AcATio dedopévwyv ac@aleiag (MSDS), To TTepiexOUEVO Kal N doun
TOU oTToiou KaBopileTal atrd Tov Kavovioué REACH Regulation.

5.1.7 AeATtio ouokeuaoiag atrooToA¢ (shipping/packing list) TTou TTpéTTel
va ouvodeuel Ta UAIKA.

5.1.8 Avriypago [lioTtotroinTikoUu [loloTikou EAéyxou (Certificate of
Analysis) Tn¢ TTapayopevng TTapTidag a1rd TOV OIKO KATOOKEUNG ) O TTEPITITWON
avaokuokeuaoBegicag ToodTNTAG aTTOG TOV 0IKO 1 TO OIATTIOTEUUEVO EPYACTHPIO TTOU
OlEVEPYNOE TNV AVACUCKEUATIa.



5.2 Em@swpnoeig / AoKIpég

H petagopd kal Tapddoon Twv UTTO TTpounBeia UAIKWY Ba TTpayuaToTroinBei pe eubuvn
Kal datrdvn Tou TTpounOeuTr) oTnv £€90pa TnG Movadag Trou €xel KaBoploTei va
TTapadobouv Ta UAIKA, Ba ouvodeuovTal O aTTO TA TTIOTOTTOINTIKA TNG TTapaypdgou 5.1

5.2.1 MaKpOOKOTTIKOG - EAeyX0G

O HOKPOOKOTTIKOG €AeyXOG TTOPAAAPBNG TWV UAIKWV (OTTTIKOG €AEYXOG) YiveTal ATt TV
apuodIa  emITPOTI €AEyXOU KAl TTOPAAAPNG, OUP@WVA HE TIGC TTPORAETTONEVES
O100IKOCOIEG KAl ATTOOKOTIEI 0TN dIATTIOTWON TNG KAANG KATAOTAONG TOU €V AOYyW €idoUg
amd  TTAEUPAg TTANPOTNTAG, EUPAVIONG, KOKWOEwWV 1H @Bopwyv, UTTapéns &évwv
OWMATWY,  EAATTWHATIKAG  OUOKEUAOIOG, KABWG Kol TG  OUPQwviag  Twv
XOPOKTNPIOTIKWY OTOIXEIWV TWV UANIKWV PE AUTA TTOU TTpoadlopifovTal oTnv TTapouca
T.IM, og ouvdUACPO PE TIG CUPPWVIEG TTOU CUPTTEPIAQUBAvovVTal 0T oupBaon.

5.2.2 Epyaotnpiakég EAeyxog

5.2.2.1 Aigvepyeital Epyaotnpiakdég  éAeyxog  amd 1A
QappakeuTikd Epyaotipia tng 441 ABYY o€ OAeg TIG TTOAPTIOEG OUMQWVA HE TA
KaBopiloueva atmod 1n nEBodo avaAuong TG avtioToIxnNg povoypagiag Tng EAANVIKAG A
Bpetavikig 3 Apepikavikng PapuakoTroliag.

5.2.2.2 Epooov katd TOov Epyactnpiakd  €Aeyxo  Twv
QappakeuTikwyv Epyaotnpiwv 1Tng 441 ABYY diamoTtwbouv atrokAio€l amd T1a
OTOIXEIO TWV QVTIOTOIXWV POVOYPOPIWV KAl TO AVAPEPOPEVA TEXVIKA XAPAKTNPIOTIKA
TOU KATOOKEUQOTIKOU oikou, n Emrtpotr MNapaAafrc ammooTéAAel atrd KABe TapTida Kal
TTEPIEKTN, YIa EpyaoTtnpiakd éAeyxo kataAAnAdTNTag, atov EO® 1 o€ eouaiodotnuévo
atmé autov EpyacTrpio, TToooTNTA UAIKWYV IKAVK] YIa TN OIEVEPYEIQ TWV TTPORAETTONEVWV
eEAEYXWV oUPQwva pPe Ta KaBopifoueva atd tnv YEBodO avaAuong Tng avtioToixng
Movoypa@giag TG EAANVIKAG 11 BpeTtavikng r Auepikavikng ®apuakotroliag. Or €Aeyxol
auToi yivovtal JE OIKOVOMIKN €TmRdpuvon Tou TIPOMNOEUT) CUPQWVA HE  Ta
kaBopiloueva oto MNA 118/07.

5.2.3 'EAeyx0G TwV XOPAKTNPIOTIKWY OTOIXEIWV TOU €idOUG PE aQUTA TTOU
TTpoadiopiovTal oTnv TTapouca Texvikn MNpodiaypagr) KaBwg Kal Twv TEAIKWVY Opwv
KAl CUMQWVIWY TTou cupTTrepIAapBavovtal otn ouuBaon.

5.2.4 Améppiyn TapTidag

5.2.4.1 ¥¢ TepimTwon Tou n €€ETa0On TOU UAIKOU KaATd TOUG
TTOPATTAVW EAEYXOUG, OEV IKAVOTTOIEI TIG ATTAITACEIS TNG TTPodIaypa@ns, OAOKANPN n
TTOPTIOO ATTOPPITITETAI OPIOTIKA KAl O TTPOUNBOEUTHG UTTOXPpEOUTAl OTNV TTapAdoaon VEwV
UAIKWV, BIAQOPETIKWYV TTAPTIdOWYV aTTO Ta ATTOPPIPOEVTA.

5.2.4.2 Av Kkatd TOV €AEYXO TWV €yypAaPwyV dIatmoTwOei EAAEIYN
KATTOIOU € AUTWY, O TTPOUNBEUTAG €ival UTTOXPEWMEVOS va TO UTTORBAAAEI evTOG TPIWV
(3) epydoipwv nuepwyv, dla@opeTikad N EmTpotrA MNMapaAaBAg ptropei va trpoTeivel Tnv
amoéppIYn TNG TTapTidAC.

6. AOINEZX ANAITHZEIZ
6.1 To Tmpoidv TOU Oa TIPOCKOMICBEI TIPETTEl va  €ival  TTPOCPATNG

TTapaywyng. H nuepounvia mapaywyAg va pnv oTTéxel TTavw atrd 6 prveg amo Tnv
nUEPoPNvia TTapddoong, yia 6oa €xouv didpkela CwNG MeyaAuTepn Twv 30 unvwy, evw



yia 6oa £xouv dIdpkela (wNAG PIKPOTEPN Twyv 30 uNVWVY N NUEPOMNViIa TTapaywyns va
MNV atréxel Tavw atro 4 YAveg atrd TNV NUEpPoUNvia TTapadoong.

6.2 & TTEPITITWON TTOU TTapaTnPEnBei aAAoiwaon Tou TTPOIGVTOG TIPIV TN AREN
TOU XPOVIKOU Opiou Xprnong Tou, n oTroia aTrodelyuéva OV OQEIAETAI O€ KOKN
OUVTAPNON, O TIPOMNBEUTG E€ival UTTOXPEWMEVOG VA  QVTIKATAOTOEl OAn TNV
AAANOIWPEVN TTOCOTNTA PE VEAS TTAPAYWYNG UAIKA TNG idI0G KATAOKEUAOTPIOG ETAIPEING,
TTOU Ba TTANPOoUV Toug OPOoUG TNG TTapoUonS TTpodiaypa@ns. H véa moodTnTa PTTOPEI
va eAeyxOei 6TTWG KaBopileTal 0T TTapdypago 5.2.

7. NMEPIEXOMENO NPOZ®OPAZ:

O @dkeAog TNG TEXVIKAG TTPOC®OPAS Ba TTepIAauBavel Ta akdAouba:

7.1 ZupmmAnpwuévo avaAuTIKO QUAAGDIO pe TiITAO «PUANO Zupudpewong
TTpog TNV Texvikn Mpodiaypagr NG YTnpeoiag» (utmodeiyua OTTwg otnv MpooBrkn

).
Mpoo@opd Xwpig GUAAO CUPPOPPWONG Ba ATTOPPITITETAI.

7.2 Ta éyypaga TnG TTapaypdgeou 5.1.
8. ZHMEIQZEIX

8.1 Movoypagia: ApBpo PappakoTroliag TTou TTPoadiopilel TIG 1010TNTEG Kal
TIG MEBGOOUG EAEYXOU QUTWV yia T UAIKG OTO OTTOIO ava@EPETAL.

8.2 0OAgg o1 atraitioelg Tng Tapoucag MNMEA ovoudlovral ammapdBarol 6pol Kai
N pun KGAuwn €0Tw Kai evog anuaivel ammoppiyn TG TTPOoPOPAS Kal TS TTapaAafnc.

9. MPOTAZEIZ BEATIQZHZ TEXNIKHZ MPOAIATPA®HZ

2xoANiaou6¢ TG TTapoucag Mpodiaypa@rg atmd KABe evolapePOUEVO, YIa TN BEATIWOT)
TNG, MTTOPEI va yivel otn diadikTuakr ToTroBeaia Tou FTEEGA, péow TG NAEKTPOVIKNAG
epapuoynig diaxeipiong MNEA, otn diadiktuakr Totro0eoia https://prodiagrafes.army.gr



https://prodiagrafes.army.gr/

NMPOZOHKH I

APAZTIKEZ ®APMAKEYTIKEZ OYZIEZ

A/A|l A.O. Mepiypaen M.M.
1. | 110001 |[MAPAKETAMOAH PA
2. | 110003 |APTIAIOY YAPO=EIAIO =HPO MNMHIMA PA
3. | 110006 JAMO=IKIAAINH TPIYAPIKH COMPACTED PA
4. | 110013 |BOPIKO O=Y PA
5. | 110015 |MOAYMI=INH-B OEIIKH PA
6. | 110017 [AEZAMEOAZONH NATPIO®Q>POPIKH PA
7. | 110020 |AIAIOYAOTOAOYAMIAIO PA
s | 110022 ég@8;é$Q§INH NATPIOYXOX MONOYAPIKH FPA
9. | 110023 |JAO=YKYKAINH HYCLATE 'PA
10. | 110024 |[E®EAPINH YAPOXAQPIKH 'PA
11.| 110029 [XANAZONH 'PA
12.| 110031 |INAOMEGAKINH 'PA
13.| 110034 |ME®AINAMIKO O=Y PA
14. | 110035 |[NEOMYKINH GEIIKH MIKPONIZE 'PA
15. | 110036 [NIPAOYMIKO O=Y COMPACTED 'PA
16. | 110037 |[O=YTETPAKYKAINH YAPOXAQPIKH 'PA
17. | 110042 |MOBIAONH IQAIOYXOZX PA
18. | 110044 [MPOMEGAZINH YAPOXAQPIKH PA
19. | 110045 |XETPIMIAIO PA
20.| 110047 |[MIKONAZOAH NITPIKH MIKPONIZE PA
21.| 110048 [ZOYAOAMEGO=AZOAH PA
22.| 110049 |TPIMEOOINPIMH PA
23.| 110051 |[O=YTETPAKYKAINH YAPOXAQPIKH MIKPONIZE PA
24.| 110052 [MIKONAZOAH NITPIKH PA
25.| 110054 |[BOYTAMYPATH KITPIKH PA
26.| 110055 |[BPQOME=INH YAPOXAQPIKH PA
27.| 110061 [XAQPE=IAINHZ TAYKONIKHZ AIAAYMA PA
28.| 110065 [ZAAIKYAIKO O=Y PA
29.| 110066 |[MAINHZIO TPINYPITIKO PA
30. | 110068 |NIMEZOYAIAH PA
31. | 110069 |OP®ENAAPINH KITPIKH PA
32. | 110070 [ZAANIKYAIKOZ MEOYAEZTEPAXZ XHMIKA KAGAPOZ PA




NMPOZOHKH I

EKAOXA - BOHOHTIKEZ OYZIEZ MOP®OINOIHZHZ

A/A| A.O. Mepiypaen M.M.
1. |130001 |TITRIPLEX III PA
2. 1130002 [MAPA®INH YIT'PH PA
3. 1130003 |[KYTTAPINH MIKPOKPYZTAAAIKH (AVICEL PH 102) PA
4. 1130005 [KAMDOPA PA
5. 1130006 [KHTOZTEATYAIKH AAKOOAH PA
6. |130007 [KHTYAIKH AAKOOAH rPA
7. 1130008 [KEPAZIOY APQMA ZYMIMYKNQMENO (CHERRY FLAVOR) KEK
8. 1130011 [ZITPONEAANAZ ENAIO rPA
9. |130013 |[TAPTPAZINH rPA
10. 1130014 |[SUNSET YELLOW (YELLOW No 6) — FD&C YELLOW No 6 rPA
11. 1130019 EYKAAYTTOY AIOEPIO ENAIO rPA
12. 1130020 EYTENOAH rPA
13. 1130021 QQGE(EISL%NEFDN ANKAAONAMIAIO (KAGAMINT-LD) FPA
14.1130023 FAYKEPINH - TAYKEPOAH rPA
15. 1130024 FAYKEPINH MONOZTEATIKH rPA
16. 130025 FKOMENOAH ( NIAOYLI FU ESSENTIAL OIL) PA
17.1130026 |JAAKOOAH IZOMNPOIMYAIKH KEK
18. 1130027 IZOMNPOMYAEZTEPAZ MYPIZTIKOZ rPA
19. 130028 JAAKTOZH MONOYAPIKH rPA
20. 1130029 INANOAINH rPA
21.1130030 IAEBANTAZ APQMA — AIGEPIO EAAIO KEK
22.1130031 [MAITNHZIO ZTEATIKO rPA
23.1130033 [MANNITOAH rPA
24.1130034 [IMINOGOAH PA
26. 1130038 [[TOPTOKAAIOY APQMA PA
27.1130039 |IBAZEAINH (MAPA®INH AEYKH,MAANAKH) PA
28.1130040 [MENTAZ AIGEPIO ENAIO PA
29. 1130042 [KITPIKO OZY XHMIKA KAGAPO PA
30.]130043 |TPYTIKO O=Y PA
31.]130044 INONOXYNOL-9 (IZEMAA-IGEPAL CO 630) PA
32.]130045 |[MOAYZOPBITHZ-60 (TWEEN 60) rPA
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NMOAYBYNIAOIMYPOAIAONH K30 PAPMAKEYTIKH (KOLLIDON

33.1130046 |5 ) rPA
34.]1130047 [SODIUM STARCH GLYCOLATE (PRIMOJEL) rPA
35.]130048 [NATPIO AIOEIQAES P.A. (NATPIO METAAIOEIQAEY) rPA
3. [130049 |UaTBIOY MPOIVAEETEPAS) | TPA
37.]130051 |[PENOMON (RHODAPEX) rPA
38.]130052 [rH AIATOMQN (PURIFIED SILICEOUS EARTH) rPA
39.]130053 [NATPIO KAYSTIKO SE PELLETS (YAPOZEIAIO NATPIOY) rPA
40.]130054 [NATPIO XAQPIOYXO rPA
41.]130055 [NATPIO Q3 ®OPIKO MONOBASIKO AIYAATIKO P.A. rPA
42 | 130056 ZQZFE)EA $§,§%%|§2\ .AIBAZIKO MONOZ=INO PA
43.1130057 [NATPIO AAOYPOZOYADONIKO rPA
44.1130058 [NATPIO ANOPAKIKO ANYAPO rPA
451130059 [£OPBITOAH rPA
46.]130060 JAMYAO APABOZITOY rPA
47.1130062 [ZAXAPH rPA
48.1130063 [©YMOAH rPA
49.]130064 [TITANIOY AIOZEIAIO rPA
50. | 130065 [TPIAIOANOAAMINH rPA
51. 130068 |OZEIAIO WEYAAPIYPOY rPA
52.]130069 [TAAKHS rPA
53.]130072 [FAKXAPINH NATPIOYXOX rPA
54.]130080 JAAKTOZH MONOYAPIKH ZHPANGOEIZA AIA WEKAZMOY rPA
55. 130084 [KAWOYAA ZEAATINHE NoO KITPINO-KOKKINO TEM
56. 130085 [KAWOYAA ZEAATINHE NoO MMAE ANOIXTO-ASMPO TEM
57.]130086 [KAWOYAA ZEAATINHE NoO MPAZINO-AZMPO TEM
=5 1130087 quAJSLgA ZENATINHZ NoO ANOIXTO MPAZINO-ANOIXTO [\,
59. 1130088 [KAWOYAA ZEAATINHE NoO OAAASSI-OANASS| TEM
50. 1130089 gﬁgeg(/)\A ZEAATINHZ NoO MPASINO ANOIXTO-MPAZINO TEM
61. 130091 [BENZOIKO OZY rPA
62.]130093 [BOPAKAS rPA
63. 130095 [KONIS ENIKAAYWHS AISKIQN rPA
64.]130096 [CROSSCARMELLOSE SODIUM rPA
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MPOZOHKH lII
OYAAO ZYMMOP®QZHZ NMPOZ THN TEXNIKH MPOAIArPA®H THZ YMNMHPEZIAZ
(uTTOBEIYHQ)
KQAIKOZ NEA ®: EKAOZH
MEA *: TPOMNOMOIHZH NEA
2
NAPAIrPA®OZ AMNANTHZEIZ -
(5)-
NEA®: NEPIFPA®H AMAITHZHZ®): NAPATHPHZEIS
MPOZPEPONTOZ®):

O MPOZ®EPQON ¢
(o@payida- utropan)

OAHTIIEZ ZYMIMNAHPQZHZ ENTYINOY:

(1) Avaypdgetal 0 KwOIKOG TnG Trpodiaypa®ng, yia Tnv oTroia  dnAwveTal
oupuépewon (Mapadeiyua: NMEA-A-00134).

(2) Avaypagetal n €kdoon TNG TTPOdIAYPAPNG, YIa TNV OTToia dnAWVETAI CUPUOP-
owon (Mapdadeiypa: 1n).

(3) AvaypdgeTtal n TPOTTOTTOINCN TnNG TTPOdIAYPAPNG, Yia Tnv oTroia OnAwveTal
oupuépewon (Mapddeiypa: 11). 21NV TEPITITWON PN UTTAPENG TPOTTOTTOINONG, N B€0N
QUTI TOU EVTUTTIOU TTOPAMPEVEL KEVH.

(4) Avaypdoeetal o apiBuog TTapaypd@ou 1 uttoTrapaypd@ou Tng Tpodiaypa®ng, yia
TNV otroia dnAwvetal ocuppopewon (Mapddeiyua: 4.6.1). ZTov TiVAKA TOU €VTUTTOU
avaypd@ovTtal atmapaitnTa OAEC O TTapAypa@ol Kal UTTOTTapAYypPa®oOl TOU KUpPiwg
KEIMEVOU Kal Twv TTpooBnkwyv. E@doov pia tmmapdypa@og r uttoTrapdypa@og EXEl
KatapynBei amd tnv avaypa@Ouevn TPOTIOTIOINCN, N OUYKEKPIYEVN TTAPAYPAPOS N
UTTOTTOPAYPAPOG TNG TTPodiaypa@ns otv TTepIANaUBAVETAI OTOV TTivaKA TOU €VTUTTOU.
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2T1ov Trivaka TrepIAauBdavovTtal Kal ol apiBuoi Trapaypdewy ) uttoTTapaypd@wy, TTou
TTPOOTEONKAV PE TNV AVAYyPAPOUEVN TPOTTOTTOINON.

(5) Avaypdagetar o TiTAOG NG Trapaypd@ou Tng Trpodiaypa®ng, yia Tnv OTroid
ONAWVETAI CUPUOPPWON, TTOU QVTIOTOIXEI OTOV apIBud TTOU CUUTTANPWONKE TNV idla
ypouuR ™G TPwTng oTAANG Tou Trivaka (Mapdadeiypa: duoikd MepiBdAAov). ZTnv
TTEPITITWON UTTOTTAPAYPAPWY, YIO TIG OTTOIEG OEV UTTAPXEl TITAOG, AvAYPAQETAI EIiTE
OUVTOMN TTEPIYPAQI TOU TTEPIEXOMEVOU TNG uTToTTapaypdagou (Mapadsiyua: Meprypaen
KOTOOKEUAOTIKWY OTOIXEIWV WTACTTIOWV) A 01 TTPWTEG TPEIC €wWg TTEVTE AELEIC TNG
utToTTaPaypd@ou, akoAouBoupeveg atmo atmooiwtNTIKG (Mapddelypa: Kdabe Ceuyog
wraoTTidwyv artroTteAeital atd ...). E@doov o TiTAOG, TO TTEPIEXOUEVO | N oUvVTAgN Miag
TTapaypd®ou 1 UTToTTapaypd@ou €xel  TPOTToTToINGei a1rd TNV avaypa@ouevn
TPOTTOTTOINCT, CUMTTANPWVETAI O TITAOG, TO TTEPIEXOMEVO I Ol APXIKEG AEEEIG, TTOU
ava@épovTal TNV TPOTTOTToINGN.

(6) AvaypageTal TTapatEnon, wWg TTPOG TNV CUPQWVIa A TNV UTTEPKAAUWN TNG OXETIKAG
aTmaiTnong, TNG TTApAypa®ou f UTTOTTAPAYPAPOU TNG TTPOdIAYPAPNAG, TTOU AVTIOTOIXEI
OTOV apIBPO TTOU CUUTTANPWONKE OTNV idIa ypauu TNG TTPWTNG OTAHANG TOU TTiVaKA
(Mapdadeiypa: ZUPPWVW). ZTNV TTEPITITWON UTTEPKAAUWNG, AUTH AITIOAOYEITAI Kal, KATA
TTEPITITWON, ETTICUVATITOVTAI OXETIKA £yypaqga, TToU ETTIBERAIWVOUV TNV AITIOAGYNOoN.
Fivetal etTiong avaypa®n (f emouvayn), {NTOUPEVWY OTNV TTPOdIaypaPr], OTOIXEIWV 1
dleukpIviioewy. lMa TIG TTapaypd@ousg i UTTOTTaPAYPA@OUG, TTOU OEV QPOPOUV TnV
OUYKEKPIPEVN TTPOMNBEIA, ava@EéPETal OTAV TPITN OTAAN TOu TTivaKa N TTapAThEnon,
«Mn oxeTikn», A GAAN TTapopola. O1 TTapaTnPAOEIS aopouV aTNV TTpodiaypagr), yid
TV oTtroia ONAWVETAI CUPNOPPWON, OTTWG TPOTTOTTOINBNKE ATTO TNV avOQEPOUEVN
TPOTTOTTOINON.

(7) Xwpog yia Ta OToIXEid KOBWC Kal, €@ooov aTtraiteital ammd Tnv dladikaoia
TTPOCPOPWYV, TNV UTTOYPAPH KAl TNV 0@PAyida TOU TTPOCPEPOVTOG.
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OYAAO 2TOIXEIQN AHZINPOOEZMON YAIKON

(uTTOdEIYHQ)
O UTTOVEYPAPHEVOG ettt et e e e e e e e (OVOPATETTWVUUO TOU
VOUIMOU EKTTPOOWTTOU) TOU vivviviiririneaneanananns. (6voua TaTPOg), ap. TAUTOTNTOG
.................. KATOIKOG Emi Mg odou
.................................................. apiB. ............, TK ...l

AHAQNQ
WG VOMIUOG  EKTTPOOWTIOC  TING  teereneeneeneeneaeeeeeeneaneaeeneanens (avaypagetal n

ETTWVUIA TNG ETAIPEIAG ) ETTIXEIPNONG) OTI :

1. 1Ko SV o {1 UAIKG TOU
dlaywviopoUu xapaktnpidovral wg An&ImTpoBeopa. H nuepopnvia TTApacKEUAS Twv
UAIKwyv, TTapTida, OIdpKela Xpnong, nUEpounvia AAgNG Kal OuoKeuaoia yia Ta

TTapaTTdvw UAIKA givar: (TTap. 5.1.2.1, 5.1.2.2,5.1.2.3)

A/A | Ovopaocia | MapTida | Hugpounvia YtmoéAoitro ZUOoKeuaoia-
UAIKOU TOPAOKEUNG- | Aldpkeiag {wNg- apiBuog
Sdiapkela {wng XpRong TEpaYiwv/
(a1rd TRV Movada
nUeEpoOUNVvia OUOKEUOTiag
mapdadoong)

Ta TTpoo@epdueva UAIKG yia Ta oTroia dev avagépovTal Ta {nToUhEVa OTOIXEIO (EKTOG
NG O1dpkelag CwNg - Xpnong Ttou TpETel va dnAwvetal), Ba eicaxBouv i Ba
TTAOPACKEUAOTOUV UETA TO OTADIO TNG KATAKUPWONG TOU OIAYWVICHOU KAl TA TTAPATTAVW
oToIXEia Ba T TTPOCKOUICOUNE KATA TNV UTTOYPa®r TNG ouupaong.

2. TA UTT QPIOH. e UAIK& TOu dlaywviouou
dev xapakTnpifovtal wg AngImpoBeopa.
3. ©a TPOCKOMIoOUPE Ta UAIKA OfF ............ NUEPES QTTO TNV UTTOYPAYr) TNG
ouuBaong (Trap. 5.1.2.4).
O
AHAQN

(TiBeTan Y1Toypagn- Zepayida)
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ErKPIZH TEXNIKHZ NMPOAIATPAPHX
NMEA-A-01817 'Ekd.1

ZXHZ (Y®) XAPANAMIMNOX
MMOYTZIKAPHZ - TEQPT10X

2YNTA=H
ANXHZ (Y®) ANAPEAZ T>XOTZAZ
TXHZ (YO) AIKATEPINH NOYZIA
EAEMXOZ 2XHZ (TX) KONZTANTINOXZ
APTEMAKHZ
OEQPHZH TA=XOZ HAIAZ TIOYAAKIAAZ

HMEPOMHNIA 10 IOYNIOY 2026



