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EnioTnpoVvikad nopioygara

MNa éva papuakeuTIKO Npoidv Je ddeia KukAo@opiag f aitnon adsiag KukAo@opiag oTo nAaicio Tou
apBpou 10 napdaypagog 1 Tng odnyiag 2001/83/EK, anaiteiTal Bioicoduvapia NnpoKeINéVOU va auvayoei
TO oUMNEPACHA OTI N ANOTEAECUATIKOTNTA Kal N acPAAEgId Tou €ival NApOUOIEG JE EKEIVEG TOU
(PAPUAKEUTIKOU NPOidVTOG avagopdag,.

H Micro Therapeutic Research Labs Ltd €ival évag opyaviopog ekndvnong EpEUV®V BACEI CUNBACEWY
(CRO), nou digEayel Ta avaAuTika Kal KAIVIKG JEpn peAeTwv Bloicoduvapiag, opiouéva anod Ta onoia
XpnoigonoioUvTal yid TNV UNOOTAPIEN AITAOEWY X0pnynong adeiag kKukAogopiag papudakwy otnv EE.

MeTa and eniBswpnaoeig nou npayuaTtonoinénkav Tov ®eBpoudpio Tou 2016 and To OpocnovdIako
Mpapeio yia Tnv Ag@dAeia otn ®povTida Yyeiag Tng AuoTpiag (BASG) kai ano tnv EniBewpnon
Ynnpeoiwv Yyeiag Twv Katw Xwpwv (IGZ), otnv Micro Therapeutic Research Labs Pvt. Ltd, oTnv noAn
Toeval Tng Ivdiag, npokeipevou va eAeyxOei N UPPOPPWON WE TNV opBN KAIVIKH npakTikr (OKM),
gvTonioTnKav Kpioiga eupnuara.

EnminAéov, npaypaTonoinénke eniBswpnon oc Yia JEAETN nou JIeEAyeTal oTo KEVTPO TNG Micro
Therapeutic Research Labs Pvt. Ltd site otnv noAn Koipnatope. Tdoo To kEvTpo oTnv Toeval 600 Kai To
KEVTPO oTnVv KoiunaTtope Tnpouv TiG idIg OIATAEEIC.

A€SOUEVWV TWV KPIOIWV EUPNHATWV TNG ENIBE®PNONG KAl TNEG avaykng npooTaciag Tng dnuoaoiag uyeiag
oTnv EE, apkeTd kpaTn PEAN €kpivav OTI €ival Npog To cUP@EpoV TnG ‘Evwong va napaneugyel 1o ZNTnua
otnv CHMP ka1 va Tng nTroel va a&ioAoynoel TIG EMNTWOEIC TWV NpoavapepBEVTWV EUPNPATWY OTN
OXE0N OPEAOUG-KIVOUVOU TWV PAPHAKEUTIK®V NPOoidvVTwV nou £xouv AaBel adsia KukAogpopiag ano Ta
KPpATn HEAN BAoel OxXeTIKWV JOKIMWV nou dIgEnxdnoav og auTd Ta €peuvnTIKA KEVTPA PETAEU Tou Iouviou
2012 ka1 Tou Iouviou 2016, kaBw¢ Kal TIC ENINTWOEIC O AITAOEIC AdEIAC KUKAOPOPIAG Nou EKKPEPOUV Kal
NePINAUBAVOUV TIG €V AOYW HEAETEG.

SUYKEKpPIYEVA, {nTnBnke ano Tnv CHMP va unoBaAel Tn yvwun TG aTo nAaioio Tou apBpou 31 Tng
odnyiac 2001/83/EK oXeTIka ME TO €GV 01 ADEIEC KUKAOPOPIAG auTwV TwV NpoiovTwyv Ba npénel va

diatnpnBouyv, va TpononoinBouyv, va avacTtaAoUv 1) va avakAnBouUv, kaBwc Kal OXETIKA HE TO €AV Ol
aITnoeIg adelag KukAogopiag Ba npenel va eykplioouv.

Fevikn nepiAnyn TnG eNicTNHOVIKAG a§loAdoynong

Ta supnparta Twv enNBewpnocwy TNG AuaTpiag kal Twv Katw Xwpwv eyeipouv coBapeg avnouxieg
OXETIKA JE TNV KATAAANAOGTNTA TOU GUOTHANATOC dlaxXEipiong noloTnTag nou epapuoleral otnv Micro
Therapeutics Research LTd, otnv Ivdia. Ta dedopeva anod Tig HEAETEG Bloicoduvapiag nou unoBARGnkav
OTIG apHOdIEG apXEG NPOKEIPEVOU va kaTadeixBei n Bloicoduvapia papuakeuTIKOV NPOioVTWY HE Ta
avTioToixa npwTdTUNA BewpolvTal hun agionioTd. Q¢ €k ToUTou, eV TEKUNPIWVETAI N Bloicoduvapia yi’
auTda Ta npoiovTa.

Baosl Twv dedopévwv nou unoBANBnkav kata tn didpkeia Tng d1adikaciag, yia Ta GpApUAKEUTIKA NpoiovTa
Tadalafil Mylan 2,5 mg, 5 mg, 10 mg kai 20 mg, Paracetamol DAWA 1000 mg €niKaAUPKEVA PE AENTO
UMEvio diokia, Memantine Pharmascope 10 mg kai 20 mg, Memantine DAWA 10 mg kail 20 mg, Morysa
10mg kai 20 mg — SVUS Pharma a.s., Bendroflumetiazid Alternova 2,5 mg kar 5 mg diokia, n CHMP
KATEANEE OTO oUPNEPAOHa OTI €xel kaTadeixOei n Bloicoduvapia Pe To PpAPPAKEUTIKO NMPoidv ava®opdac nou
KukAogopei atnv EE kal guvéaTnoe Tn diaTrpnon Twv v Adyw adsiwv KukAogpopiag. a Tig aITroeig
adeiwv KukAogopiag Twv Hydrokortison Alternova (Orifarm) kai Hydrokortison BBS, n CHMP kaTéAn&e oto
OUMNEPACHA OTI Ta KPATN HEAN Ba npénel va €E€TAgOUV €4V N NAPEKBOAN HETAEU TOU NPOTEIVOUEVOU
NPoioVTOG KAl TWV PAPUAKEUTIK®V NpoidvTwyv nou neplypagovral otn BiBAloypagia cUuPwva Pe To



napaptnua I Tng odnyiag 2001/83/EK gival eNapkwg TEKUNPIWHEVN, KABWE Ol aITHOEIC apopoUV To
apBpo 10a Tng odnyiag 2001/83/EK («kaBigepwpévn xprion»).

AOYW TNG anouaciag TekUnpiwaong TNG BIoicoduvapiag Je PApPAKEUTIKO NPoidov ava@opdag nou
KUkAopopei atnv EE, dev punopei va BewpnBei 0TI nAnpoUvTal ol anaitnoeig Tou apbpou 10 TG

odnyiac 2001/83/EK, dev pnopei va anodeixOei n anoTEAEOUATIKOTNTA KAl N ACQAAEIQ TWV
OUYKEKPINEVWV PAPHAKEUTIKOV NPOIOVTWY Kadl, WG €K TOUTOU, N OXECN OPEAOUG-KIVOUVOU Oev PNopEi va
BewpnOei BeTikn. KaTd ouvéneia, n CHMP cuvéoTnoe Tnv avacToAn Twv adeiwv KUKAO@OopIag yia oAa Ta
unoAoina pAapPakeuTIka NpoidvTa nou agopd n napouca diadikacia Napanopunng, Kabwg dev €XEl
katadeixBei n Bloicoduvapia Ye Ta apPaAKeUTIKA NpoidvTa avapopag nou KukKAo@opouv atnv EE.

EninAgov, n emiTponn €ionyeiTal TNV avaoToAn TwV v AOYw adeiwv KUKAOPOPIaAg, EKTOG €AV TO
(PAPUAKEUTIKO NPoidv BewpeiTal Kpigiung onpaaciag ano TiIG apuodieg EOVIKEG apXEG.

'Eva papuakeuTIKO Npoidv nou £xel AaBel adeia KukAo@opiag pnopei va BswpnBei kpioiung onuaciag and
Ta KpaTn MEAN TNG EE Bdoel a&loAdynong TnG niBavoTnTag Unap&ng avikavonoinTng 1aTpIKNG avaykng,
AapBavopévng unown Tng d1aBeoigdTNTAC KATAAANA®WY EVAAAAKTIKOV PAPHUAKEUTIKWV MPOiOVTWY 0Td
avTioToixa KpdTn WEAN Tng EE kai, avaAoya pe Tnv NepinTwaon, TNG gUong TnG npog Bspaneia vooou.

H avaoToAn Twv adeiwv KUKAOPOPIag pAapPakeuTIK@V NMPoiovTwyv nou BewpolvTal Kpioiung onuaaciag
Hnopei va avaBAAAeTal ota evdiapepopeva kpatn HEAN TnG EE yia xpoviko diaoTnua 1o onoio 8ev Npenel
va unepPaivel Toug €ikool TEOOEPIG (24) UNVEG anod Tnv anogaacn Tng Emirponng. Eav katd To Xpoviko
auTo didoTnua Ta KpdTn PEAN TnG EE navoouv va Bewpolv OTI TO PAPUAKEUTIKO NPOoiodV €ival Kpioiung
onuaociag, ToTe TiBeTal o€ 10XU N avaoToAn TNG avTioToIxXNG Adsiag KUKAogopiac.

Ma OA&G TIC UNOAOINEG AITHOEIC Adelag KUKAogopiag nou agopd autn n napanounr), n CHMP Bewpsi oTI
ol aIroUVTeC dev unéBalav NANPOPOPIEC MoU ENITPENOUV TNV TEKUNPIWON TNG Bioicoduvapiag Je To
(PAPHAKEUTIKO NPOoidV avapopdac nou KukAo@opei otnv EE kal, cuvenwg, ol aIThoelg adeiag KukAogpopiag
dev NANPOUV €Ni TOU NAPOVTOG TA KPITAPIA XOPrynong adeiag kukAogopiag.

Adyol yia Tn diatinwon yvopng ané tn CHMP
EkTigwvTag oTi,

e H EniTponn €AaBe unown Tn diadikacia cUppwva Pe To apbpo 31 Tng odnyiag 2001/83/EK yia TIg
Aadeleg KUKAOpOPIag Kai TIG aITHOEIG adeiwv KUKAOPOPIag pAapUaKeUTIK@V NMPOoiovTwY yid Ta onoia Ta
KAIVIKG Kal/fy BloavaAuTika pEpn Twv HEAETWV Bloicoduvapiag eknovnbnkav otnv Micro Therapeutic
Research Labs Limited kata tn didpkeia TnG nepiodou peTagu Iouviou 2012 kar Iouviou 2016.

e H eniTponn eE€Taoe OAa Ta diaBéaiya dedopeva Kal TIC NANPOPOPIEG Nou unoBARBnKav anod Toug
KAK/a1TouvTeg, kabwg kai Tig NAnpogopieg nou unoBAndnkav ano Tnv Micro Therapeutic Research
Labs Limited.

e Henitponn kaTéAn&e oTo cupnepacpa OTI Ta oToIXEiad Nou unoBARBNKav Npog oThpPIEN TwV adeiwv
KUKAO®OPIag Kal TwV dITnoswy adsimv KUKAopopiag gival eopaipéva kai 0TI N oXEan 0PEAOUC-
KivdUvou Oev gival BeTIKA yia:

-  ®apPakeUTIKA NpoidvTa nou €xouv AABel adeia KUKAOQOPIAg yia Ta onoia €xouv unoBAnBei
€VAAAAGKTIKG 0edopeva N aiTioAdynaon, aAAd €xouv BewpnBei avenapkn ano Tnv enitponr) CHMP
yla Tnv Tekunpiwon Tng Broicoduvapiag He To PpAPUAKEUTIKO NPoiov ava®opag nou KUKAOPOpEi
otnv EE.

- AIThosig adsiwv KukAo@opiag yia Tig onoieg dev €xouv UnoBAnBei evaAAakTIka dedopeva n
aitioAoynon.



e H EniTponn kaTéAn&e oTto cupnépacpa OTI, TOOO YIa TIG AdeleC KUKAoQopiag 600 Kal yia TIG AITHOEIG
adeiwv KUKAopopiag, 6nou unnpxav evaAAakTikd dedopéva yia Tnv Tekunpiwon Tng Bloicoduvapiag
ME TO PAPHAKEUTIKO Npoidv avapopdc nou KukAo@opei atnv EE, n oxéon opEAOUG-KIVOUVOU
BewpeiTal euvoikn.

QG €k ToUTOU, oUU@WVa Pe Ta apBpa 31 kal 32 Tng odnyiag 2001/83/EK, n CHMP kaTtaAnyel oto
oupnépaopa oTi:

a.

O1 adeleg KUKAOPOPIAC TwV PAPHAKEUTIKOV NPOIOVTWY Yia Ta onoia €ite dev unoBAnGnkav
dedopéva Bioicoduvapiag ry aimioAdynon €ite unoBAnGnkav aAAd kpiénkav ano Tn CHMP
avenapkn yia Tnv Tekunpinon Tng Bioicoduvapiag HE To PAPHAKEUTIKO NPOIOV avapopdag nou
KukAo@opei aTnv EE 6a npénel va avactalolv, KabBwg Ta oTolxeia nou unoBARGnkav npog
UNoaTnPIEN TwV adeiwv KUKAo@opiag ival eo@aipéva Kal N oxeEon opeAOUG-KIVOUVOU TWV &V
AOYw adeiwv kKukAopopiag dev BewpeiTal euvoikn oUPPva Pe To apbpo 116 Tng

odnyiac 2001/83/EK.

Oplopéva and auTta Ta PpapuPaKeuTIKA NpoidovTa nou £xouv AdBel adsia KukAo@opiag pnopolv va
BewpnBoUv kpigiung onuaciag and Ta kpaTn PEAN Tng EE katoniv a&ioAdynong Tng niBavoTnTag
Unap&ng avikavonoinTng IaTPIKNG avaykng, Aagpavouévng unoywn Tng d1aBeaipoTNTAG
KaTaAANA®WV eVAAAAKTIK®OV QAPUAKEUTIKOV MPOiOVTWV 0Ta evdlapepOPeEVA KpATn HEAN TnG EE
Kal, avaloya e TNV NePINTWon, TNG pUONG TNG nNpog Bepaneia vooou. ZTIG NEPINTWOEIG MOU Yid
TOUG Napandavw AOYoug ol apHoOdIeS eBVIKEC ApXEC TwV KpATwV HEA®V TNG EE Bewpolv OTI €va
(PAPUAKEUTIKO NMpoioV ival Kpioiung onuaaciag, n avaoToAn Tng avTioToixng adeiag KukAogopiag
Hnopei va avaBAAAeTal yia 600 Xpoviko S1aoTnHa To GapuakeuTikd Npoiov BewpeiTal KPioIUNG
onuaociag. H didpkeia TG avacToAng dev Npénel va unepBaivel Toug ikoal TEOOEPIC PHAVEG ano
TNV anogacn Tng Emirponnc. Eav kaTtd To xpovikd auTto didoTnua Ta Kpdtn YéEAn Tng EE navoouv
va Bewpolv OTI €va PAPHUAKEUTIKO NMPoioV €ival Kpioiung onpaaciag, ToTe TiBeTal o€ 10xU N
avaoToAn TNG avTioToIXNg adslag KukAogopiag. ‘Ogov apopd Ta GApPAKEUTIKA NPoidvTa nou
BewpouvTal KpioIung onuaociag ano Ta kpdTn HEAN TNG EE, o1 kadToxol Twv adsi®v KUKAopopiag
ogpeilouv va unoBalouv PeAETN Bioicoduvapiag HE TO PAPUAKEUTIKO Npoidv avapopdg nou
KUKAopopei oTnv EE evTog 12 punvav and Tnv anogacn Tng Enirponng.

Ma va apBei n avaoToAn Twv adeiwv KukAopopiag, o KAK npénel va katadeiel dedopéva
Bioicoduvapiag Pe €va €yKupo PAPUAKEUTIKO MPOIoV ava@opdac nou kKukAogopei otnv EE Baoel
OXETIKOV OedONEVWYV, CUNPWVA KE TIG anaiThoeig Tou apdpou 10 Tng odnyiag 2001/83/EK (n.X.
dlevepynOnke PeEAETN Bloicoduvapiag e TO PAPHAKEUTIKO NPOidV ava@opdac Nou KUKAOPOPEI
otnv EE).

O1 aIThoeI¢ adelag KUKAOQOPIac TwV pApHAKEUTIKWV NPoidVTwY yia Ta onoia &iTe dev
unoBAnGnkav dedopéva n aimioAoynaon ite unoBARBnkav aAAd kpidnkav ano Tn CHMP avenapkn
yla TNV TEKPNPiwon TnG Bioicoduvapiag Je To PAPHAKEUTIKO Npoidv avapopdc nou KUKAOPOpEI
otnv EE dev nAnpoUlv Ta kpITrpia Xoprnynong adsiag KukAogopiag, kabwg Ta aToixeia nou
unoBARBNKav npog unoaTnpIEn Twv adeiwv KUKAOPOpIag eival eoPaAlpeva Kai n axeon oPeAOUC-
KIVOUVOU TwV gv AOYw adeiwv KUKAoPopiag dev BewpeiTal EUVOiKr oUNPWVA JE TO ApBpo 26 TNG
odnyiag 2001/83/EK.

O1 adeleg KUKAOPOPIAC TV PAPUAKEUTIKOV NPOIOVTWY TWV OMNoiwV EXEl TEKUNPIWOE n
Bloicoduvapia Je To PpAPHAKEUTIKO Npoidv avapopdc nou kKukAo@opei otnv EE npénel va
diatnpnBouv, kabwc n ox€on oPEAOUG-KIVOUVOU TwV v AOyw adeiwv KUKAo@opiag BswpeiTal
€UVOiKN.



d. H Bioicoduvapia pe €va £yKUpo QAPHAKEUTIKO NPoidv ava@opdag nou KUKAo®opei aTnv EE €xel
TeKUNPIWBEi yia TIG aIThoeig adsiwv KUKAopopiag nou anapiBpouvTal oto napdptnua Ia Tng
yvwuodoTtnong Tng CHMP.
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