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Hay4yHm 3aknroueHus

3a Aa ce HanpaBu 3aknoyveHne, Ye eddMKacHOCTTa M 6€30MacHOCTTa ca CXOA4HU C Te3n Ha pedepeHTHUS
NleKapCTBEH NMPOAYKT 3a JIeKapCTBEH MPOAYKT C paspelleHme 3a ynotpeba nnmn sasBneHme 3a
pa3pelwaBaHe 3a ynotpeba cbrnacHo uneH 10, naparpad 1 ot AunpekTtuBa 2001/83/EO, e Heobxoanmo
npoy4yBaHe 3a 6noekBmBaneHTHOCT (BE).

Micro Therapeutic Research Labs Ltd e [loroBopHa uscnegosatesicka opraHmsaums (CRO), kosTo
npoBexaa aHaNUTUUYHUTE U KJIMHWUYHM Y4aCTU Ha NpoyYBaHuUsATa 3a 6MOEKBMBANEHTHOCT, HAKOW OT KOUTO
Ca M3Mos3BaHM B NOAKPeNa Ha 3asiBfieHMsITa 3a pa3pellaBaHe 3a ynotpeba Ha ekapCcTBEHN NPOAYKTMU B
EC.

Mpe3 dpeBpyapn 2016 r., cnea MHCNEKUMM 3a NPOBEPKA Ha CbOTBETCTBMETO C [lobpaTa KIMHUYHA
npakTtmka (GCP), nssbpweHu oT PegepanHarta cnyxba 3a 6e30nacHoOCT B 34paBeona3BaHeTo Ha
Asctpus (BASG) n MiHcnekTopaTa no 3apaBeonasBaHe Ha HuaepnaHams (IGZ), ca yctaHOBEHMU
KPUTUYHU KOHCTaTaumu B Micro Therapeutic Research Labs Pvt. Ltd, YeHan, NHgus.

B ponbnHeHWe e npernegaHo nNpoyydsaHe, NpoBeAeHo B UeHTbpa Micro Therapeutic Research Labs Pvt.
Ltd B KonmbaTtope. Cbwmte paznopenbu cneasat u 3a ueHTpoBeTe YeHan u KommbaTope.

C ornef Ha KpUTUYHUTE KOHCTaTauMM OT MHCMEKUUUTE U HeO6X0AMMOCTTa OT onasBaHe Ha
obwecTBeHOTO 34paBe B EC, HAKONKO AbpXKaBMW YNEHKU cunTaT, Ye e B MHTepec Ha Cblo3a BbMNPOCHT Aa
6bae oTHeceH o CHMP v aa ce novcka Toi Aa oueHU Bb3AENCTBMETO Ha ropernocoyeHnTe KoOHCTaTaumum
BbPXY CbOTHOLUEHWETO MOJ3a/pPUCK Ha JIeKapCTBEHUTE NPOAYKTU, paspelleHn 3a ynotpeba ot
AbpXXaBUTE YNEHKM Bb3 OCHOBA Ha CbOTBETHU U3MWUTBaHUSA, MPOBEAEHN B TE3U LIEHTPOBE MeXAY IOHU
2012 r. n toHM 2016 r., a CbLWO 1 BbpXYy NoJafeHUTe 3asBeHNS 3a pa3peluaBaHe 3a ynotpeba (MAA),
KOWTO BKJIIOUBAT TakMBa Npoy4YBaHus.

Mo-cneunanHo CHMP 6ewwe ce3npaH Aa Aaje CTAHOBULLETO CUM CbINAcHO YneH 31 oT AupekTuea
2001/83/EO panwu pa3pelleHunsaTa 3a ynotpeba Ha Te3n npoaykTn Tpsibea Aa 6baaT 3anaseHu,
NMPOMEHEHU, BPEMEHHO CMPEHM UM OTMEHEHW M Aanu 3asiBIeHUATa 3a pa3pellaBaHe 3a ynoTtpeba
TpsibBa na 6baat ogobpeHn.

LisnocTtHo 0606LieHMe Ha Hay4YyHaTa oLleHKa

Pe3syntatuTe OT MHCNeKUuMnTe Ha ABCTpMUA M HugepnaHana noeBamrat CEpPMO3HM ONaceHusl, CBbp3aHn C
NpUrogHoCTTa Ha cMcTeMaTa 3a ynpas/iieHMe Ha KauyecTBOTO, npunaraHa B Micro Therapeutics Research
LTd, MHausa. JaHHUTe OT Npoy4yBaHusTa 3a 6MOEKBMBANIEHTHOCT, NOAAAEHM A0 KOMMNETEHTHUTE OpraHu,
3a [ja ce AeEMOHCTpMpa 6MOEeKBUBANIEHTHOCTTA Ha JIeKapCTBEHUTE NPOAYKTM C MbPBOM3TOUYHMKA MM, Ce
cuMTaT 3a HeHaaexaHun. CnefoBaTeNHO 3a Te3U NPOAYKTU HE ce yCTaHoBsIBa 6MOEKBMBANIEHTHOCT.

Bb3 ocHOBa Ha npeacTaBeHUTe AaHHM MO BPEME Ha npoueaypaTta OTHOCHO JIEKapCTBEHUTE MPOAYKTH
Tadalafil Mylan 2,5 mg, 5 mg, 10 mg n 20 mg; Paracetamol DAWA 1000 mg puaMmpaHun tTabneTtku;
Memantine Pharmascope 10 mg 1 20 mg; Memantine DAWA 10 mg » 20 mg; Morysa 10 mg 1 20 mg -
SVUS Pharma a.s .; Bendroflumetiazid Alternova 2,5 mg n 5 mg tabnetkn, CHMP 3akntouyaBa, ye
610eKBMBaNEHTHOCTTa € AOKa3aHa No OTHOLWEHME Ha pedepeHTHMS nekapcTBeH NpoayKT B EC u
npenopbyBa 3ana3BaHe Ha Te3n paspeweHuns 3a ynotpeba. 3a 3asBneHnsATa 3a pa3pellaBaHe 3a
ynoTtpeba Ha Hydrokortison Alternova (Orifarm) n Hydrokortison BBS, CHMP 3akntoumn, 4ye gbpxaBaTa
uneHka (AbpXaBuTe YneHkn) we TpsbBa Aa nNpeueHn(ST) ganu Bpb3kaTa MexAay npeanaraHus npoaykT
N nekapcTBeHuTe NpPoAYyKTU, ONMUCAHW B NuTepaTypaTta B CbOTBETCTBME C npusioxeHue I kbM npektmea
2001/83/EO, e ycTaHOBEHaA B AOCTaTb4yHaA CTEMNEH, Tb KaTo 3asB/IeHNATa Ce OTHAcAT 40 yieH 10a ot
Onpektnea 2001/83/EO (,[o6pe ycTtaHOBeHa ynoTpeba”).



B oTcbCcTBMETO Ha AoKa3aTesncTBa 3a 6MOEKBMBANEHTHOCT CNPSIMO pedepeHTHUS IeKapCTBEH NPOAYKT B
EC, He MOoXe fJa ce npueme, Yye ca U3NbJIHEHU U3NCKBaHMATA Ha uneH 10 ot OupekTtusa 2001/83/EO,
edwukacHocTTa n 6e3onacHOCTTa Ha 3acerHaTuTe NeKapCTBEHM NPOAYKTU HE MOXe Aa Ce YCTaHOBU U
nopaamu ToBa CbOTHOLLUEHWETO NON3a/pPUCK HE MOXE Aa Ce cYMTa 3a MoJI0XUTeNHo. 3aToBa CHMP
npenopbyBa BPEMEHHO CMMpPaHe Ha pa3pelleHnsaTa 3a ynotpeba Ha BCUUKKM OCTaHa N NIeKapCTBEHM
NPOAYKTW, 3acerHaTu OoT Ta3n npoueaypa no cesnpaHe, Tbil KaTo He e IEMOHCTpMpaHa
6rnoekBMBaNEHTHOCT cnpsMo pedepeHTHUTE nekapcTeeHn npoayktm B EC.

OcBeH ToBa, KOMUTETLT NpenopbyBa 3acerHaTuTe paspeLleHuns 3a ynoTpeba aAa 6bAaT BpeMeHHO
CNpeHun, A0KaTO JIEKAPCTBEHUAT MNPOAYKT CE CYMTA 3@ KPUTUYEH OT CbOTBETHUTE HALMOHAHU
KOMMETEHTHU OpraHu.

PaspelueH 3a ynotpeba nekapcTBeH NPOAYKT MOXE [a Ce CUMTa 3@ KPUTUUYEH OT AbpXKaBUTE — USEHKU
Ha EC Bb3 0CHOBa Ha oueHKaTa Ha NnoTeHuuasHaTa He3aA0BoJIeHa MeAUUMHCKA HyXAaa, KaTo ce B3eMa
npeaBua HaNNMUYMETO Ha NOAXOASALLM anTepPHATUBHU NIEKAPCTBEHM NPOAYKTU B CbOTBETHUTE AbpXKaBU —
yneHkn Ha EC 1, ako e yMecTHO, ecTecTBOTO Ha 3abonsBaHETO, KOETO e Ce NeKyBa.

3a paspelleHuns 3a ynoTpeba Ha 1eKkapCcTBEH MPOAYKT, CYMTaAH 3@ KPUTUYEH, BPEMEHHOTO CNMpaHe MoXe
Aa 6bJe OT/IOXKEHO B CbOTBETHUTE AbpXaBWn — 4sieHKM Ha EC 3a nepuoa, KOonTo He TpsibBa Aa
HaABMWLWaBa ABadeceT u yetmpum (24) meceua OT pelweHneTo Ha KomucuaTta. AKo npes To3m nepmos
AbpXxaBaTa — 4seHkKa (abpxaBuTte uneHkn) Ha EC cumnta(T), Ye fafeH eKkapCTBEH NPOAYKT BeYe He €
KPUTUYEH, Ce npunara CnMpaHe Ha BPEMEHHOTO pa3pelleHune 3a ynoTpeba.

3a BCMUKKM OCTaHanm 3asBfieHnsl 3a pa3pellaBaHe 3a ynotpeba CHMP cuuTa, 4ye 3asBuTeNnTE He Ca
noganv nHdopMaumsl, KOSTO NO3BOJSISBA Aa Ce yCTaHOBU HBMOEKBMBANIEHTHOCT CNpPSIMO pedepeHTHUSA
nekapcTteeH npoaykT B EC, 1 nopaaun ToBa 3asiB/ieHUsITa 3a pa3pellaBaHe 3a ynotpeba KbM MOMEHTa He
OTroBapsiT Ha KPUTEPUMUTE 3a pa3pellaBaHe.

OcHoBaHuA 3a ctaHoBuwero Ha CHMP
KaTo ce uma npeasua, ye:

e KoMUTETHLT € B3en noj BHMMaHue npoueaypaTta cbriacHo vneH 31 ot Aupektnea 2001/83/EO 3a
pa3pelleHunsTa 3a ynotpeba v 3asBieHUATa 3a paspellaBaHe 3a ynotpeba Ha nekapCcTBeHU
NpoAYKTU, 3@ KOUTO KAMHUYHUTE N/mnnn 6uoaHanMTMYHMTE YacTu Ha Npoy4dBaHMATa 3a
61oekBMBaNEeHTHOCT ca nposedeHun B Micro Therapeutic Research Labs Limited B nepuoga mexay
toHn 2012 r. v toHn 2016 r.;

e KoMuTeTbT Npepasrnefna BCUYKWU HanWYHU AaHHW 1 MHPOpMaLmMaTa, NpeaocTaBeHa oT
MPY/3asBuTenuTe, KakTo U MHoOpMaumaTa, npegoctaBeHa oT Micro Therapeutic Research Labs
Limited;

° KoMuUTeTbLT 3ak/toumn, ve I'IOApO6HMTe AadHHW, B NOAKPENa Ha pa3peleHndaTa 3a YI'IOTPEGa n
3adB/1IEHNATA 3a pa3pellaBaHe 3a yn0Tpe6a, Ca HEBEPHU U Y€ CbOTHOLUEHUNETO I'IOJ'I3a/pVICK ce CYuTa
3a HEGHaFOI'IpMﬂTHO 3a.

— pa3spelleHu 3a ynotpeba nekapcTBeHM NPoOAYKTU, 3@ KOUTO Ca NpeAcTaBEeHWN anTepPHATUBHM
OaHHW nnn 060CcHOBKa 3a 6MOEKBUBANIEHTHOCT, HO CblUMTE ca cyeTeHn ot CHMP kaTto
HeAOoCTaTb4HM, 3a Aa YCTAHOBAT HMOEKBMBANEHTHOCT CNPSMO pedepeHTHMS ieKapCTBEH
npoaykt B EC;

— 3asiBNeHus 3a paspellaBaHe 3a ynotpeba, 3a KOMTO HE ca NpeaCTaBeHW anTepHaTUBHM AaHHU
nnm obocHoBKa 3a bMOEKBMBANIEHTHOCT.



KoMUTEeTBLT CTUrHa A0 3aK/IIYEHUETO, Ye KaKTOo 3a pa3pelleHusarTa 3a YI'IOTDE6a, TakKa u 3a

3asB/IEHMATA 3a paspellaBaHe 3a ynoTpeba, Korato MMa anTepHaTMBHM AaHHU 3a YCTAaHOBSABAHE Ha
61OEKBMBAIEHTHOCT CNpsSIMO pedepeHTHUS NekapcTBeH NpoayKT B EC, CbOTHOLEHWETO Non3a/puck
ce cuuTa 3a 6naronpuaTHO.

MNopaaw ToBa, B CboTBETCTBME C uneHoBe 31 n 32 ot AupekTtuea 2001/83/EO CHMP 3akntouu, ve:

a.

PaspelweHunsaTa 3a ynotpeba 3a nekapCTBeHUTE NPOAYKTM, 3@ KOUTO He ca NoAafeHN AaHHWU Unu
ob6ocHoOBKa 3a 6MoekBMBaNIEHTHOCT UK CbLUMTE Ca CYETEHU 3a HepocTaTbyHM oT CHMP, 3a na ce
YyCTaHOBM BMOEKBMBASIEHTHOCT MO OTHOLWEHME Ha pedepeHTHUS siekapcTBeH NpoaykT B EC,
TpsibBa fAa 6bAaT BpeEMEHHO CNpeHn, Tbih KaTo NoApOobHMUTE AaHHM B NOAKPEna Ha pa3pelleHnaTa
3a ynotpeba ca HeBEpHU 1 Ce NpueMa, Ye CbOTHOLIEHWETO No3a/pUCK Ha Te3M paspeLleHns 3a
ynoTpeba ce cunta 3a HebnaronpuaTHO cbrnacHo uneH 116 ot Aupektmnsa 2001/83/EO.

Hakou oT Te3n paspeleHn 3a ynotpeba nekapCcTBeHM NPOAYKTUN MOXe Aa Ce CYMTaT 3a KPUTUYUHU
OT OoTAeNHUTEe AbpXaBun — uvieHkM Ha EC no oTHoweHne Ha oueHKaTa Ha noTeHumanHaTa
He3ajoBO/IeHa MeAMUMHCKA HYX/Aa, KaTo ce B3eMa NpeABua HaslMYnMeTo Ha NOAXOASLM
anTepHATMBHW JleKapCTBEHW NPOAYKTU B CbOTBETHaTa(uTe) AbpXaBa — YieHKa (AbpXxaBu —
uneHkn) Ha EC n, ako e ymecTHO, ecTeCcTBOTO Ha 3abonsBaHeTo, KoeTo LWe ce nekysa. Korato
Bb3 OCHOBA Ha Te€3M KpUTEPUN CbOTBETHUTE HALMOHANHN KOMMNETEHTHN OpraHn Ha AbpXaBute —
uneHkn Ha EC cumtaT, ye fAageH NeKapCcTBEH NPOAYKT € KPUTUYEH, BPEMEHHOTO CcrnpaHe Ha
3acerHaTtoTo(mTe) paspelwweHmne(s) 3a ynotpeba Moxe aa ce OT/IOXM 3a nepmoaa, 3a KonTo
NeKapcTBEHUAT NPOAYKT Ce cuMTa 3a KpuTuyeH. To3m nepuoa Ha oTnaraHe He Tpsibsa aa
HaABMLIaBa ABajeceT M YeTMpU Meceua OT pelieHneTo Ha KoMncusaTa. AKO npes To3un nepuos
ObpXaBaTa — 4ieHka (abpXaBute — uneHkun) Ha EC cuuta(T), Ye gaaeH nekapCTBEH NPOAYKT
BEYE He e KpUTUYEH, BPEMEHHOTO CNMpaHe Ha 3acerHatoto(uTe) paspelweHune(s) 3a ynotpeba ce
npunara. 3a Te3un IeKapCTBEHU NPOAYKTU, CYUTAHM 3@ KPUTUUYHM OT Abp)KaBaTa — Y/ieHKa
(abpxaBnte — uneHkn) Ha EC, B pamkuTe Ha 12 Meceua cnep peleHmeTo Ha KomucusTa
npuTexaTtenuTte Ha pa3spelwweHuns 3a ynotpeba TpsbBa ga npeacTaBAT NpoyyBaHe 3a
6rnoekBMBaNEHTHOCT, NPOBEAEHO MO OTHOLWEHWe Ha pedepeHTHMS NekapCcTBeH NpoaykT B EC.

3a ga ce OTMEHW BPeMEeHHOTO ClupaHe Ha paspelleHusaTa 3a ynotpeba, npurexaTtensart Ha
pa3pelleHneTo 3a ynotpeba cneasa Aa npeacrtaBy AaHHM 32 6BMOEKBMBANEHTHOCT CNPSMO
BannaeH pedepeHTeH ekapcTeeH npoaykT B EC Bb3 oCHOBa Ha noaxoAswm AaHHU B
CbOTBETCTBME C U3NCKBaHMATa Ha 4ieH 10 ot AupektmBa 2001/83/EO (Hanp. npoy4yBaHe 3a
6brnoekBMBaNEHTHOCT, NPOBEAEHO MO OTHOLWeEHWEe Ha pedepeHTHUS nekapcTBeH npoaykT B EC).

3asBneHMsTa 3a pa3pellaBaHe 3a ynoTpeba, 3a KOMTO He ca nofdaAeHu AaHHU uan 060CcHOBKa 3a
6MoEeKBUBANIEHTHOCT UK CblUMTe ca cyeTeHn oT CHMP 3a HegocTaTb4YHM Aa Ce YyCTaHOBU
6MoeKkBMBANIEHTHOCT MO OTHOLLEHME Ha pedepeHTHUSA nekapcTBeH npoaykT B EC, He oTroBapaT
Ha KpUTEpUUTE 3a pa3pellaBaHe, Tbilt KaTo NOAPOBHUTE AaHHWM B NOAKPena Ha paspelleHunsTa 3a
ynoTpeba ca HeBEpPHU N CbOTHOLLEHWETO NON3a/pPUCK Ha TE3M pa3pelleHmns 3a ynotpeba ce cumTta
3a HebnaronpuaTHO CbrNacHo yneH 26 ot AupektmnBa 2001/83/EO.

PaspelueHuaTa 3a ynotpeba 3a SiekapCTBEHM MPOAYKTU, 3a KOUTO BMOEKBMBANEHTHOCTTa MO
OTHOLLEeHWe Ha pedepeHTHUS nekapcTBeH NpoaykT B EC e yctaHoBeHa, TpsibBa Aa ce 3anassT,
Tbl KaTo CbOTHOLLEHMETO MoN3a/pucK Ha Te3n paspelleHns 3a ynotpeba ce cuuTta 3a
6naronpuaTHO.

3a 3asABneHuaTa 3a paspellasaHe 3a ynoTtpeba, nsbpoexu B MNMpunoxerHune Ia Ha CTaHOBULLETO Ha
CHMP, e yctaHoBeHa 61MoekBMBaNEHTHOCTTa CNpsiMO pedepeHTHUSA nekapcTBeH npoaykT B EC.
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