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English Text Follows

Mpog 6Aoug Toug Katdyoug Adeiwv KukAogpopiag, TOTIIKOUG avTITTpOOWTTOUG,
XOoVOPOTTWAEG Kal kaTtoxoug Adeiwv MapdAAnAng Eicaywyrg

@épa: Evhuépwon ava@opikd pe Tnv ékdoon/avavéwon
Adziwv MapdAAnAng Eicaywyng

To ZupBoUAhio Papudkwyv oe cuvedpia Tou nuepounviag 20/12/2017, €kpive
atapaitnTo 6TTWG diacagnvioTei Tepaitépw n diadikaoia TTou akoAouBeiTal yia
mv a&loAdynon aitjoewyv  €kdoong/avavewang Twv dadeiwv  TTApAAAnAng

EI0AYWYNG.
To ZupBoUAio Papudkwy £TTIBUPE OTTWG 0OG EVUEPWVEL YIO TA aKGAouBa:

1. To 6vopa Tou TAPAAANAQ EICAYOUEVOU (QUPUAKEUTIKOU TTPOIGVTOG
TPETTEl va €ival To iBl0 e TO 6vopa TOU TIPOIOVTOG avagopdg (To
adeiodoTnuévo Tpoidv atnv KuTrpo).

2. To ®UMo Odnyiv Xprong (POX) Twv mPOIGVIWY TTApdAAnAng
E10aYWYNAS TTRETTEI va avaBEwpPEITal WOTE va OUVADEI UE TOUG OPOUG TNG
adelac Kukho@opiag Tou Tpoidvtog avagopds. To POX mpemel va
OUVAdEl PE TO TTPOIGV AVOQOPAS OXETIKA WE TIG TTANPOPOpIES OTTWG
evieifeic, Tpocidotromoelg  kal  TTPoQUAALeEIG,  aAAnAemdpdoElg,
avrevdeielg, umepdoooloyia, avemBUUNTEG EVEPYEIEG, KUNON Kai
yahouyia, KATT. O QUPUOKEUTIKEG TTANPOPOPIEG (TT.X. £KDOXA, TUVBNRKES
QUAAENC, KaToX0G GBEING KUKAOPOPIOG KAl TTAPACKEUATTAG) TTPETTEI VO
OVTIKATOTITPICOUV  TIG TTANPOQOPIEG TTOU QQOPOUV TO TTAPAAANAQ
£10aYOHEVO QaPUaKeUTIKO TTPaioy. To POX Tou TapdAAnAa eicayopevou
QOPMOKEUTIKOU TIPOiGvTog Buvaral va TEPIAAUBAvEl emMTTPOCOETEG
TTANPOQYOpPIEC Ot OXEDN WE TO TTPOIOV AVa@POPAS Tr.X.  TTPOEIBOTTOINTEIG



KQl TTPOQUAGEEIS, avTevBEeiEelg, avemiBUunTEC evépyelec, KTA.) ol oTroigg
avTigToixoUv aTnVv UTrapén SIaQopETIKWY EKBOXWV.

. & TEPITTWON avaykaiag avaBewpnone Tou ®OX Tou mapdAAnAa
€I00YOUEVOU  QPAPUAKEUTIKOU Trpoidviog, oTo  DOX TPETTEL  va
avaypd@eTal Kal To 6vopa Kai n dielBuvon Tou Katoxou dadelag
Tap&AANANG eloaywyng kal Tou avacuokeuaoTr. £1o avaBewpnuévo
POX Suvartal va guvexioel va avaypd@eTal To GVopa Kal n &iebBuvon Tou
KaToxou adelag kukAogopiag Tou TapdAAnAa €iIGayduevou TTPOIGVTOG
aTn Xwpa mpoéAeuong Tou. Emmpdodeta ot TEPITITWOEIG AVAYKAIag
avaBewpnong Tou POX, ato POX Tpémel va avaypd@povral pévo ol
Ouokeuaaieg Tou TTAPAAANAG EICQYOUEVOU PAPUAKEUTIKOU TPOoIdvToC 0!
OTTOiEG  ATTOTEAOUV  QVTIKEIUEVO  TNG aitnong  4ddeiag  TapdAAnAng
gioaywyng. H nuepounvia avaBewpnong tou POX Tou TTapAaAAnAa
EI0ayOUEVOU  PapPHOKEUTIKOU TTpoiévToc Ba  gival N nNUEPounvia
ekdoong/avavéwong g ddeiag TapdAAnAng gloaywyng (dmwg auth
avaypd@eTal OTa EVIUTIG GOEING KOl avavéwanc) A N nuepounvia
EYKPIONG OTTOI008ATIOTE YVWOTOToINONCG Yiat avaBewpnaon Tou ®OX Tou
TapaAAnAa eicaybpevou TpoidvTog atd To TupBouio Papudkwv.

. 2& TepITTwon avaykaiog avaBewpnong Tou POX Tou TTapdAAnAa
EI0QYOUEVOU QAPUAKEUTIKOU TTPOidVTOg, aTo onpeio 6.1 Tou ®OX Tou
APOPa TNV Qva@opd AveTTIBUUNTWY EVEPYEIWV TIPETTEI VA avaypagovral
ol TTANPOYOPIES TTOU APOPOUV TIC DapUaKEUTIKEG YTINPETIEC TUHPWVA
Kal pe TaAaiotepn eykUKAIO Tou ZupBouAiou Pappdkwy (8/7/2013).
ZUYKEKPIPEVO TTPETTEI VA avaypd@ovTal Ta akoAhouba:

EAnvika
«Edv mapatnprioete kdola avemBUunTn evépyelia, EVNHEPWOTE TOV

<YIATPG><,> <A> <T0V> <QPAPUPAKOTIOIG> <A TOV/TNV VOOOKOU0> 0Qg.
AuTO 10Y0el Kal yla KkGBe TOavA avemlounTn evépysia TTou Oev
AVaQEPETAl OTO TTAPGV QUAAO 0dnyitv xpriong. Mropeite €Tmiong va
QVOQEPETE  QVETTIOUUNTEG EVEPYEIEG aTeUBEiag OTIC PaAPUAKEUTIKES
Ymnpeoieg, Ymoupyeio Yyeiag, CY-1475, www.moh.gov.cy/phs, ®ag:
+357 22608649. Méow g ava@opds avemiBUpNTWY EVEPYEIWY
HTTOpEiTe va BonBroete ot guhloyr TEPICOOTEPWY TTANPOQOPILYV
OXETIKA PE TNV ACQPAAEIQ TOU TTAPOVTOS PAPHUAKOU.»

English
«If you get any side effects, talk to your <doctor> <or> <,> <pharmacist>

<or nurse>. This includes any possible side effects not listed in this
leaflet. You can also report side effects directly to the Pharmaceutical
Services, Ministry of Health, CY-1475, www.moh.gov.cy/phs Fax: +
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35722608649. By reporting side effects you can help provide more
information on the safety of this medicine.»

. To ®OX ka1 n emaofiuavon Tou TapdAANAa EI0AYOUEVOU QAPUAKEUTIKOU
TPOIGVTOG PTTOPEi va eivar oTnv eAANVIKA r/kal oTnv ayyAiki yAwooa
avegapTATWG TG YAWoaoag Tou POX f/kal TnG EWTEPIKIG CUCKEUATIAC
TOU TPOoidvTog avagopds. Emmpdobeta o mAnpogopiec tou POX
TTPETTEI VA OUVASOUV PE TNV GEIa KUKAOQOPIOG TOU TTPOIGVTOS avapopdc
XWpPig waTégo N JIaTUTTWON VA TTPETTEN VA Eival TTAVOPOIGTUT.

. Avaogopikd pe 10 POX TapdAnAa  €I0AYOUEVOU  QAPUAKEUTIKOU
TPOIOVTOG TO oTroio TepIAauBAvel Tépav Tou evdg TPOIGVTOC (TTX.
TEPIAAUBAvEl TTOAAEG BUVAEIG ) HOPPEG TOU iBlou TTPOIdVTOC), To POX
TPETTEI VO AVABEWPEITAl WOTE VA TTAPAHEVOUV HOVO O TTANPOPOPIES TTOU
a@opouyv 1o TTaPAAANAa eI0ayOUEVO QUPHOKEUTIKO TTPOTOV.

. To @OX Tou TTapdAAnAa E1I0aYOPEVOU PAPUAKEUTIKOU TTPOIOVTOC TTPETTE
va oUvAaoel TTAVTA WE TIG TTANPOPOPIEG TOU TTPOIOVTOG avapopdc. Q¢ €K
TOUTOU 0 KAToX0og Gdelag TOPAAANANG eloaywyng OQPeiAel OTTWE
TTapakoAouBEi TUXOV aAAayEG OTO TTPOIGV avaPOPAS Kal OTTWE KATABETE
yvwaTotroioeig oto ZupRouMio Papudkwy yia avabewpnan Tou POX
TOU TTapAdAANAQ EI0QYOUEVOU QAPHPAKEUTIKOU TTPOIOVTOC WWOTE VO TUVADEI
ME TIG IO TPOCQPATA EYKEKPIPEVEG TTANPOPOPIEG TOU TTPOIGVTOC
avagopds. O1 yvwotomomoelg autég Ba  afiohoyolvral amd 1o
2upBoUuhio Papudkwy Kal OXETIKEG EYKPIOEIS Ba amooTEAAOVTAI GTOUC
Katdxoug adelag TAPAAANANG €I0aywyng. ZnuelveTal 6T Ta MO
TpooParTa eykekpipéva POX Twv TPOIOGVTWY avapopdg cival diaBéoiua
MEOW Tng dladiktuakig TUANG Twv DAPUAKEUTIKWV  YTTNPEECIWV
(https://www.phs.moh.gov.cy/web/guest/drug-
search;jsessionid=0C4698478A91BE2C715C0803D41BE194).

. Ze TEPITTITWOT avaBewpnong Twy OTOIXEIWY TOU TTPOIGVTOS ava@opdc, o
KAToX0g adeiag TapdAANANG el0aywyng oQeiAel OTTWG, TTPIV aTrd ThV
atmmeAeuBEpwan TNV ayopd vEQg TTapTIdAg Kal XPOVIKA OXI META TO TTEPAC
Twv 6 unvwy Trou eival n epiodog TTou £xel oTn dIABETN TOU 0 KATOXOC
adelag kKukAogopiag Tou TPoi6vVTog avapopds yia uhotroinon g
OXETIKNG TPOTOTTOINONG, KATABEOEl OXETIK  yvwaToTmoinon  yia
avaBewpnon Ttou POX Tou TAPAAANAG  €l00yOHEVOU  TTPOIGVTOC.
Znueiveral 611 aAAayég TTou agopoulv peifova Bépata ao@dAsiag,
OPEIAOUV OTTWG YVWOTOTTOIOUVTOI OTO ZUMBOUAIO Papudkwy dueoa.
Tuxov mapaBdoeig Ba TopatéuTovTal 010 ZUPBoUAio Papudkwy. Ze
TEPITITWON TIOU 0 KATOX0g ddelag TTapdAAnAnG sicaywyng/aimnTrig

3



Bewpei 011 TO eykekpipévo POX Tou TTPOIdVTOS avaPopdc ToO OTToIO Eival
QVAPTNHEVO OTNV NAEKTPOVIKA TTUAN TwV PAPUAKEUTIKWY YTTNPETIWV DEV
eival To Mo TpoéoPaTa eykekpipévo POX Tou TTPOIOVTOG avapopdc,
OPeiAel OTTWG EVNUEPWVEI OXETIKA TO ZUPBOUANIO PapudKwy.

Ma TPOIGVTA PE EYKEKPIPEVN KOIVI) CUCKEUADIO UE THV XWPA TTPOEAEUCTC
TOU TrapdAAnAa eI0aYOUEVOU QAPUAKEUTIKOU TTPOIOGVTOC (TTX. KOIVEG
ouokevaoieg Kotrpou-EAAGDag), 1o ®OX Tou TapdAAnAa sicaydusvou
(PAPUAKEUTIKOU TTPOIOVTOG TTPETTEI VA Eival TO TTIO TTPOCPATA EYKEKPIUEVO
omv Kutpo, oUpgwva pe TNV Gdela KUKAOPOPIag TOu TTPoidvVTOC
avagopdg kai dev Ba atraiteitar avabewpnon Tou POX yia gkoTToU¢ TToU
aQOPOUV POVO OTNV avaypa@r] Tou ovoparog kai Tng dietBuvang Tou
Karéxou Adeiag MapdAAnAng Eicaywyrig kai Tou avacuokeuaoTr. To
®OX duvavTtal va avabewpeiTal e OKOTTO TNV avaypaAPr) TWVY TTo TTAvVw
ot TePITMTwon Tou To emBupei o kKdatoxog Gdeiag TapdAAnAng
E10ayWYNG.

10.Ta eykekpipeva POX Twv TapdAAnAa eigaydpevwy TTpoidvTwy Ba
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12.

avapTwvtal otn JIadIKTUAKN TTUAN Twy PAPHAKEUTIKWY YTTNPETIWY.

Or aitioeig yia ékdoon/avavéwan adeiag TapdAANANG eiIoaywynig Kabwg

KOl 0l YVWOTOTIOINCOEIG avaBewpnong Twv OTOIXEIwWV TTPETTEl  va
ouvodeUovTal amd 10 TrpoTeivOpevo POX oe nAekTpovikh popen (ot
poper) word). Etriong o1 aitnTtég o@eidouv OTTWG KATABETOUV QVTiYpaQO
™G eEWTEPIKAG  OUCKeEuaoiag Tou  TOPAAANAQ  €l0ayOuEVOU
(PAPHUAKEUTIKOU TTPOIOVTOG ETTIONG OE NAEKTPOVIKI HOP®H.

H e€wrepikr) cuokeuaaia duvartal va ouvexioel va avaypd@el To KATOXO
adelag kukAogopiag Tou TTapdAAnAa eIcayopeEvoU TTPOIOVTOG OTN XWpa
EICOYWYNG TOU, OQEiAEl WOTOCO va avaypd@el Kal ToV KATOXo &deiag
TAPAAANANG eloaywyng (6voua kar dievBuvon), Tov apiBud ddeiag
TTApAAANANG eicaywyrig, To évoua kai T dIEUBUVON TOU TTAPACKEUAQDTH
UTTEUBUVOU YIQ TNV QVOCUOKEUACIa (AVOCUOKEUQOTAG).

13. 2 TEPITTTWOEIG OTTOU QTTAITEITOI AvABEWPNOT KOl AVTIKATAOTACH TOU

®OX Tou TapdAAnAa €I0aYOUEVOU POPHAKEUTIKOU TTPOIOVTOG Kal n
eCWTEPIKA OuoKeuaoia @EPEl Talvia aog@aAeiag 1} AAAng  pop@nig
MNXOVIOHO avixveuong Tapatroinang (anti-tampering device), 6tav n
diadikaoia avOOUOKEUACIAG KATAOTPEPE!I TNV £EWTEPIKA CUOKEUaaia R
TOV  UNXaviopo avixveuong Trapamoinong, T0TE o  TmapdAAnAog
ElI0AYWYEQS OQEiAEl OTTWG TPORaiveEl Of AVOOUCKEUAOia Kal Tng
eCwTEPIKAG ouokeuaoiag (dnuioupyia véag eEWTEPIKAG cuoKeEUaaiag).



14. 2ng 9 ®ePpouapiou Tou 2019 TiBetan Ot egappoyl o Kar
e¢ouolod6TNON  KAVOVIOPOS  YId TA  XOPAKTNPIOTIKA — ao@aAgiag
(EU2016/161) kai oUppwva e atrdépacn Tou ZupBouliou Sapudkwy ol
KAToXol adeiag TAPAAANANG eloaywyng Oev eival uTTOXpEWEVOl va
ETTOVATOTTOBETOUV OTO TTAPAAANAQ E10AYOUEVO PAPHAKEUTIKS TTPOIOV VEO
povadikd kwdIkG avayvwpiong (Ul) av Trpofaivouv o€ avaouoKkeuaoia
(aTrAn €TIKOAANON ETIKETAG) XWPIG VA KAAUTITOUV 1} VO KATAOTPEPOUV TOV
upioTauevo povadikd kwdikd avayvwpions. QoT600, av oTTACOUV TOV
punxavioud avixveuong Taparmoinong (anti-tampering device) kai
avoi¢ouv 1o KouTi (TTX. yia Tnv avTikardoTtaon tou OX) 1é1e atTaiTeital
QVOOUOKEUAaia Kal TOTTOBETNON €K VEOU XOPAKTNPICTIKWY agQaAgiag
oT0 VEO KouTi (TOoo povadikoUu KwdikoU avayvwpiong 600 Kai
MNXaviopou avixveuaong Trapatoinong) cupguwva he 1o dpBpo 479 Tng
Odnyiag 2001/83/EC. Ze mepimTwan Tou ol TapdAAnAol eicaywyeic
TOTTOBETOUV XOPAKTNPIOTIKA ao@aAgiag oTa TTpoiovTa, ToTE TTPETTEl va
CUHHOPQUWVOVTAI PE TIS UTTOXPEWOEIG TTOU avagepovTal oTa dpbpa 33,
40 ka1 42 tou kar efouaioddtnon Kavoviopou EU 2016/161 yia Ta
XAPAKTNPIOTIKA ac@aAciag. Kahouvral ol kdtoxol adeiag TapdAAnAng
EI0AYWYNS OTTWG TTPIV TNV EQAPMOYN TOU VEOU KAVOVIGUOU yia Ta
XapaktnpioTiKa ac@aAeiag (EU 2016/161) evnuepwoouv To ZupuBoUAio
Pappdkwy ava@opikd PE Ta TTPOIGVTA TOUG YId Ta oTToia Ba xpeidleTal N
ToTToB£TNON Véou povadikoU KwdikoU Kal VEOU PnXaviopoU avixveuong
Tapamoinong  kar  O6TTwg  TTPOCKOUIoOUV  HOKETEG  €EWTEPIKAG
OuoKeuaoiag Tou va Ta meplAapBdvel. MNa véeg aitioeig yia €kdoon
adeiag mapdAANANG €iIcaywyns aAAd Kal yia TIC QITAOEIC AVOVEWONS
adeiag TTapdAAnANng eicaywyng, ol aitnTég/karoxol adeiag mTapdAAnAng
ElI0aywyng opeilouv 6TTWG TTPOCKOUICouV TA TTIO0 TTAVW OTA TTAQICIA TNG
aitnong.

15. Z0ppwva pe TNV 1IoxUouca vopoBeoia, 1o TapdAAnAa siocayduevo
(PApPHAKEUTIKO TTpoidv dUvatal va CUVEXIOEl TNV KUKAO@oOpia Tou aTnv
KOtpo akopa kal av 1o TTpoiov avagopdg Taucel va £xel adeia otny
Kotrpo dedopévou o611 autd dev o@eiletal oe Adyoug aoc@dAciag. e
TETOIEG TIEPITITWOEIG, YyIA OKOToUg Odlagpdahiong g ToIdTnTaC,
QOQAAEIOG KOl ATTOTEAECHATIKOTNTAG TOU TapdAAnAa  eicaydpevou
(POPUAKEUTIKOU TTPOIOVTOG, 0 KATOXO0G Adelag TapdAANAng eioaywyng
opeiel 6TTWG deopeleTanl 6T Ba TTPOOKOMICEl YVWOTOTTOINCOEIS Kal Ba
TpoPaivel oe avaBewpnon tou POX TOou TAPAAAnAa eloaydpEvou
PAPHAKEUTIKOU TTPOIOVTOG BACE! TWV EYKEKPINEVWIV TPOTTOTTOINCEWY OTN
XWpa TTPoEAEUCNG TOU.

16. EmmpdoBera o TapdAANAOG eiIcaywyEag oPeiel GTTWG YVWOTOTIOIEI OTO
ZUHBoUAI0O Papudkwy TUXOV AAAEG aAAayES (TrX. aAAayEG ava@opika PE
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TOV QVACUOKEUAOTH, ME Ta OTOIXEia Tou KaTOXou Adeiag TrapdAAnAng
EI0AYWYNG KATT).

17. O kdroxo¢ adeiag TapdAANANG Elcaywyrig OPEIAEl OTTWG EVNUEPUVEI TO
TupBoUAio Dapudkwy oe TeEpPITTWON OTTOU  evroTrioel TPORANUA
TTOIOTNTAG TOU TTAPGAANAQ EICAYOUEVOU QAPHUOKEUTIKOU TTPOIOVTOG EiTE
amé TNV TNYN £€acpdaAiong Tou eite ot peTayEvEDTEpPO OTAdIO OTNV
aAucida Tpounbeiag.

18. O T1pdéTOC Bi1dBeong TOU TAPAAANAG EICAYOUEVOU  (PAPHUOKEUTIKOU
TTPOIOGVTOC OPEIAEl OTTWE CUVADEI LE TO PAPHOKEUTIKO TTPOIGV avapopdag
Kal TO OXETIKO Emkupwnikd Aidraypa yia tov  [livaka Twv
dappakeuTikv Mpoidvtwy T1a omoia  xpeidlovral ouvtayr (KAT
465/2017 6TTwg ekAOTOTE TPOTTOTTOIEITAN) TO OTTOIO £ival DIaBéoipo aTnv
IoTooeAida TWV PAPHAKEUTIKWV Ymnpeoiwv
(https://www.moh.gov.cy/moh/phs/phs.nsf/All/1C121ACFE9BAC068C22572FA0028
7EDB?OpenDocument ). O kdToX0¢ AdeIag TTAPAAANANG EICAYWYIG OPEIAEI
6Twe TpoPaivel og avabewpnon Tou POX Kal TNG EEWTEPIKAG
guokeuaaiag 61rou Xpeldderal.

19. H vopoBeagia amahlidooel Tov kdToxo ddeiag TapdAAnAng elocaywyng
amd TIG UTTOXPEWOEIS PAPHUAKOETTAYPUTTIVIONG Ol OTT0iEG aTTOTEAOUV
appodIGTNTA TOU KATOXOU GdeIag KuKAopopiag Tou TpoiovTog. QaoTdoo
o€ TEPITTTWON TOU 0 KAToxog adeiag TapdAAnAng eloaywyrg AdRel
ava@opd yia avemBUunTeg evépyeleg aTmd AOBEVEIG 1 ETTAYYEANQTIEG
uyeiog | GAAeg TMyég, o TTapdAAnAog elcaywyéag o@eidel va Toug
EVIUEPWOEI OTI Ol AvaQOPEG TIPETTEN va YivovTal aTreuBeiag oTo KATOX0
GOEI0C KUKAOQOPIOG TOU POPUAKEUTIKOU TTPOIGVTOG f)/Kal 0To 2UpBoUAo
dappdkwy. O TapdAAnAog eloaywyEag OPEIAEl va EVNUEPWTEI OXETIKA
HE TNV avagopd To ZupPBoUAio Papudkwy fA/kal Tov KEToXo ddeiag
KUKAOQOPIOGC. & TEPITITWOEIG OTTOU TO TTPOIOV avapopdg dev £XEI TIALOV
adela  Kukhogopiag otnv Kimpo kot 70 TapdAAnAa  eicayopevo
QAPUAKEUTIKG Tpoidv eakoAoubei va KukAo@opei, o TapdAAnAog
gl00ywyEaS o@eiAel OTTWG evnuepwvel TO0  ZupPBolhio  Papudkwv
aAvaQOpPIKA HE OTToIECOATIOTE ava@opég AABEl Kl OTTWG TTAPATTEUTTEI
otroiodrjrote TPoRaivel O€ avagopd aveTIBUPNTWY EVEPYEILY OTO
ZUMBOUAIO DApPAKWV.

20. BioAoyikd TIpoidvTa Kal TPOiGVTa TTapdywyd Qigatog TTou TUXovV
ammoteAéoouv avTIKeipevo yia ékdoon ddeiag TApAAANANG €10aywyng
ogpeilouv  eTTiong OTWG CUPHOPQWVOVTAlI HE TIG OTAITATEIG YIX



ameAeuBépwon TapTidwv(OCABR) amé emionuo €pyactripio  OTwg
ICXUE! VIO TO PAPHAKEUTIKG TTPOIOVTA AVAPOPAS.

21. H ékdoon ddeiag TApdAANANG €l0aywyng yia TTPOIGVTA KEVTPIKAG
Sladikaoiac dev atroteAsi appodidTnta Tou ZupBouAiou Papudkwy. lMNa
T TTPOIGVTA QUTA, aTTaITEiTAl OTTWG O TTAPAAANAGG EIoaywWYEQG TTPoREi ot
OXETIK yvwartoTtroinon otov Eupwtraiké Opyavigpd Papudkwy Kal
EVNHUEPWOEI OXETIKA TO ZUPBoUAI0 PapUAKWY.

22. TOpQwva e T vopoBeoia o TapdAAnAog el0aywyeag o@eilel OTTwg
EVNHEPWOE! TOV BIKaIOUXO EPTTOPIKOU OAUATOG yia TNV TTpGBETN Tou va
TOTTOBETACEI OTNV Ayopd TO TIOPAAANAQ EICOYOUEVO QAPHAKEUTIKO
Tpoidv, Tapéxoviag TapdAAnAa Oeiyya TOU QVOOUCKEUAOUEVOU
TTapdAANAQ  EI0AYOHEVOU QAPUOKEUTIKOU TTPOIGVTOG. AVTiypa@o Tng
eidoTroinong auti¢ amaiteital pe TV aitnon yia &kdoon dadeiag
TapdAANANG  eloaywyng. Zupewva He amdeaon Tou 2ZupBouliou
PappdKwy, EMTPOCOETA PE TO IO TTAVW, 0 TTAPAAANAOG g1IcaywyEag
oeilel va atrooTéAel T idia e1doTroinon kai Seiyua oTov KAToxX0 Adelag
KUKAo@opiag Tou TTPoidvTog avagopdg otnv KOTpo. Tuxov evoTdaoelg
amé TOV BIKaIoUXO euTTopikoU oAuaTtog r/kal Tov KATOXO AOEing
KukAogopiag Tou TrpoidvTog avagopdg, Ba agloloyouvral oo TO
ZUupBoUAIo PapudKwy.

23. OAa Ta o Tdvw 1oXUouv Kal yia TIG QITAOEIS avavéwang Twy
uQIoTAEVWY  adelv  TTapdAANAng  eloaywyng otnv  Kurpo.
EmmpooBerta, Tpoidvia ta omoia  éxouv Adn adeia TapdAAnAng
gloaywyng otnv Kotrpo Ba emavegetacTolv BACE! Twy IO TAVW Kal Ol
kGToxol adeilag  TOPAAANANG  eloaywyAg  Ba  KAnBouv  OTTWG
CUPHOPPWBOUV WE TA TTO TTAVW EVTOG 6 UNVWYV aTro Tn Afyn OXETIKAG
g1doTroinang améd 1o ZupRolhio Pappdkwy. Ta amobépara TPoidVTwY
ou Bpiokovtal AdN oty ayopd duvaral va e§avtAnBouv.

24. O1 aitnTég/kGTOXO0!I AdEIag TTAPAAANANG EI0aYWYNG EVHEPWVOVTAL OTI TO
TUpBoUANIO PapudKwWY £XEI aTTOPACioEl TNV avaBewpnan Tou £VTUTTOU
aitnong yia ékdoan/avavéwong adeiag TapdAAnNAng elgaywyns. To
avaBewpnuévo £viutro TiBeTan o€ dpeon 10x0 yio aiTfoeig ou Ba
utTroBaAovTal £@egng kai eival DIABECIHO PEOW TNG I0TOOEAIBAG TWV
tDoupuaKsuanv Ymnpeoiwv (https://www.moh.gov.cy/moh/phs )

/ o L
E mupor(opﬁmou
‘E@opog ZuppouAiou Papuakwy




A4
KYTPIAKH AHMOKPATIA OAPMAKEYTIKEZ YNMHPEZIEZ
YMOYPTEIO YTEIAZ 1475 AEYKQZIA

ENGLISH TEXT

To all Marketing authorisation holders, local representatives, wholesalers and
parallel import license holders

Subject: Guidance regarding the issue/renewal of Parallel Import License

The Drugs Council during its meeting on 20/12/2017, has decided to further
clarify the procedure followed for the assessment of applications of parallel
import license and the renewal of parallel import licenses.

The Drugs Council wishes to inform you about the following:

1. The name of the parallel import pharmaceutical product has to be the
same as the name of the reference product (the product already
authorised in Cyprus).

2. The Patient Leaflet (PL) of the parallel import products should be revised
in order to be in accordance with the terms of the marketing authorisation
of the reference product. The PL should be consistent with the reference
product with regard to the information listed such as indications,
warnings and precautions, interactions, contraindications, overdose,
adverse reactions, pregnancy and lactation, etc. The pharmaceutical
information (eg excipients, storage conditions, marketing authorization
holder and manufacturer) should reflect the information of the parallel
import pharmaceutical product. The PL of the parallel import
pharmaceutical product may include additional information in
comparison to the PL of the reference product e.g. warnings and
precautions, contraindications, adverse reactions etc, which correspond
to the existence of different excipients.

3. In case of a necessary revision of the PL of the parallel import
pharmaceutical product, the name and address of the parallel import
license holder and the repackager must also be included in the PL. The
revised PL may continue to include the name and address of the
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marketing authorisation holder of the parallel import pharmaceutical
product in its country of import. Furthermore, in case of a necessary
revision of the PL, the PL must state only the pack sizes approved for
parallel import in Cyprus. The date of revision of the PL of the parallel
import pharmaceutical product will be the date of issue/renewal of the
parallel import license (as indicated on the license and renewal
documents) or the date of the Drugs Council's approval of any
notification regarding the revision of the PL of the parallel import product.

. In case of a necessary revision of the PL of the parallel import
pharmaceutical product, section 6.1 of the PL regarding the reporting of
adverse reactions should contain the information referring to the
Pharmaceutical Services in line with the relevant Circular of the Drugs
Council (dated 8/7/2013).

In particular, the following should be stated:

EAMnvika
«Edv TTopatnprosTe KATTOIA AveETIBUUNTN EVEPYEIQ, EVNUEPWOTE TOV

<ylaTpd><,> <fj> <TOV> <QAPHOKOTIOIO> <N TOV/TNV VOGOKOUO> 0UG.
Auto 1oxUel Kol yla kGBe mBavry avemBupntn evépyeia Trou dev
avo@EPETAl OTO TTapPOv QUAAO odnyiwv Xpriong. Mmopeite etriong va
avaQépeTe OVETIBUUNTEG EVEPYEIEG aTreuBeiag OTIG PAPUAKEUTIKES
YTnpeaieg, Ymoupyeio Yyeiag, CY-1475, www.moh.gov.cy/phs, Fax: +
357 22608649. Méow NS Ava@opdg AVETTIBUUNTWY EVEPYEIWV UTTOPEITE
va BonBfoETe 0T GUANOYN TTEPICTOTEPWY TTANPOPOPIWY OXETIKA PE TNV
QOQAAEIA TOU TTAPOVTOG QAPHAKOU.»

English
« If you get any side effects, talk to your <doctor> <or> <,> <pharmacist>

<or nurse>. This includes any possible side effects not listed in this
leaflet. You can also report side effects directly to the Pharmaceutical
Services, Ministry of Health, CY-1475, www.moh.gov.cy/phs Fax: +
35722608649. By reporting side effects you can help provide more
information on the safety of this medicine.»

. The PL and the labeling of the parallel import pharmaceutical product
may be in Greek and/or English language, regardless of the language of
the PL and/or the outer packaging of the reference product. In addition,
the information on the PL must be consistent with the marketing
authorization of the reference product, but the wording may not
necessarily be identical.



6. With regards to the PL of a parallel import pharmaceutical product which
includes information on more than one product (eg including several
strengths or forms of the same product), the PL should be revised to
retain only the information concerning the parallel import pharmaceutical
product.

7. The PL of the parallel import pharmaceutical product must always
comply with the current information of the reference product. Therefore,
the parallel import license holder is required to monitor any changes to
the information of the reference product and to submit a notification to
the Drugs Council for revising the PL of the parallel import
pharmaceutical product in order to comply with the latest approved
reference product information. These notifications will be evaluated by
the Drugs Council and relevant approval will be forwarded to the parallel
import license holders. It is noted that the latest approved PLs of the
reference products are available through the Pharmaceutical Services
Portal(https://www.phs.moh.gov.cy/web/quest/drug-
search;jsessionid=0C4698478A91BE2C715C0803D41BE194).

8. In the event of a change of the reference product data, the parallel
import license holder is requested, prior to the release of a new batch
and before the expiration of the 6 months period (timeframe acceptable
for the implementation of the relevant variation by the marketing
authorization holder of the reference product), to submit a notification for
the revision of the PL. It should be noted that changes concerning major
safety issues should be communicated to the Drugs Council
immediately. Any infringements will be referred to the Drugs Council. If
the parallel import license holder/applicant considers that the approved
PL of the reference product, available through the Pharmaceutical
Services portal is not the latest approved version of the PL of the
reference product, he/she should inform the Drugs Council accordingly.

9. In the case of products with approved common packaging between
Cyprus and the country of origin of the parallel import pharmaceutical
product (eg, Cyprus-Greece common packages), the PL of the parallel
import pharmaceutical product must be the latest approved version of
the PL in Cyprus, according to the marketing authorization of the
reference product. No revision of the PL will be required for purposes
only of including the name and address of the parallel import license
holder and the repackager. The PL may be revised for the purpose of
including the above mentioned information in case the parallel import
license holder wishes to do so.
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10. Approved PLs of parallel import pharmaceutical products will be posted
on the portal of the Pharmaceutical Services.

11. Applications for the issue/renewal of parallel import licenses as well as
the notifications for revision of the data must be accompanied by the
proposed PL in electronic form (in word format). Applicants are also
requested to submit a copy of the outer packaging of the parallel import
pharmaceutical product also in electronic form.

12.The outer packaging of the parallel import pharmaceutical product may
continue to state the name and address of the MA holder of the parallel
imported pharmaceutical product in its country of import, however, it
must state the parallel import license holder (name and address), the
parallel import license number and the name and address of the
manufacturer responsible for repackaging (repackager).

13. In cases where revision and replacement of the PL of the parallel import
pharmaceutical product is required and the outer packaging carries a
security strap or other form of an anti-tampering device, if the
repackaging process destroys the outer packaging or the anti-tampering
device, then repackaging must also include a new outer packaging.

14. On 9 February 2019, the Delegated Regulation on Safety Features (EU
2016 /161) enters into force and, in accordance with the Drugs Council's
decision, parallel import license holders are not obliged to place a new
unique identifier on the parallel import pharmaceutical product (Ul) if the
repackaging simply consists of the attachment of a sticker/label which
does not cover or destroy the existing unique identifier (2D code).
However, if the anti-tampering device is broken/destroyed and the
package has been opened (eg to replace the PL), then repackaging and
re-serialization (both unique identifier and anti-tampering device) are
required, in accordance with Article 47a of Directive 2001/83 / EC. In
cases where parallel import license holders place safety features on
parallel import pharmaceutical products, they must comply with the
obligations set out in Articles 33, 40 and 42 of the Delegated Regulation
on Safety Features 2016/161. Parallel import license holders are
requested to inform the Drugs Council about their products requiring re-
serialization (new unique identifier and anti-tampering device), and to
submit mock-ups of the outer packaging including safety features, before
the implementation of the Delegated Regulation on Safety Features (EU
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2016/161). For new applications for a parallel import license and for
applications for the renewal of a parallel import license,
applicants/holders are required to submit the above with their application
for issuing or renewing the parallel import license.

15. In accordance with the current legislation, the parallel import
pharmaceutical product may continue to be marketed in Cyprus even if
the reference product ceases to be licensed in Cyprus for reasons other
than safety. In such cases, in order to ensure the quality, safety and
efficacy of the parallel imported pharmaceutical product, the parallel
import license holder must commit to submit notifications and revise the
PL of the parallel import pharmaceutical product on the basis of
approved variations for the product in the country of origin.

16. In addition, the parallel import license holder must notify the Drugs
Council of any other changes (eg changes regarding the repackager, the
contact details of the parallel import license holder, etc.).

17. The parallel import license holder is required to inform the Drugs Council
if he/she is made aware or identifies a quality issue of the parallel import
pharmaceutical product arising directly from its source or from a
subsequent stage in the supply chain.

18. The legal status of the parallel import pharmaceutical product should be
in line with the reference pharmaceutical product and the relevant
Decree including the Annex of Pharmaceutical Products requiring
prescription (KAl 465/2017 as amended) available on Pharmaceutical
Services website
(https://www.moh.gov.cy/moh/phs/phs.nsf/All/1C12 1ACFE9BACO68C22572FA0028
7EDB?OpenDocument ). The parallel import license holder must proceed
with the revision of the PL and of the outer packaging where necessary.

19. The legislation exempts the parallel import license holder from the
obligations regarding pharmacovigilance which are the responsibility of
the marketing authorization holder of the product. However, if the parallel
import license holder receives a report on adverse effects from patients,
healthcare professionals or other sources, the parallel import license
holder should inform them that the reports should be made directly to the
marketing authorization holder of the pharmaceutical product and/or to
the Drugs Council. The parallel import license holder must inform the
Drugs Council and/or the marketing authorization holder about the
received reports. In cases where the reference product no longer has a
valid marketing authorization in Cyprus and the parallel import
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pharmaceutical product continues to be marketed, the parallel import
license holder must inform the Drugs Council of any reports received and
refer all individuals reporting adverse drug reactions to the Drugs
Council.

20. Biological products and blood derivative products that are subject to a
parallel import license are also required to comply with the OCABR
requirements for batch release from the official reference laboratory, in
line with the requirements for the reference products.

21. For centrally authorized products, it is not the responsibility of the Drugs
Council to issue parallel import license. For these products, the parallel
importer is required to submit a relevant notification to the European
Medicines Agency and inform the Drugs Council.

22. According to the legislation, the parallel importer must inform the trade
mark owner of his intention to place on the market the parallel import
pharmaceutical product while providing a sample of the repackaged
parallel import pharmaceutical product. A copy of this notification is
required with the submission of application for a parallel import license.
In addition to the above and in accordance with the Drug’s Council's
relevant decision the parallel importer must forward the same notification
and sample to the marketing authorization holder of the reference
product in Cyprus. Any objections by the trade mark owner and/or the
marketing authorisation holder of the reference product will be evaluated
by the Drugs Council.

23. All of the above are also applicable to the applications for renewal of
currently approved parallel import licenses in Cyprus. Additionally,
products which hold a current parallel import license in Cyprus will be
reviewed according to the above and the parallel import license holders
will be requested to comply with the above within 6 months after receipt
of the relevant notification by the Drugs Council. Stocks of products
already on the market may be exhausted.

24. Applicants/holders of a parallel import license are informed that the
Drugs Council has revised the application forms for parallel import
license issue and renewal. The revised form is effective immediately for
any new applications and is publicly available through the
Pharmaceutical Services website (https://www.moh.gov.cy/moh/phs).
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