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C JIEKAPCTBEHHU NPOJIYKTH,
ITOJIYYEHO ITO PEJIA HA T'JIABA JIEBETA OT 3JIIIXM

Ommocho:

Iloxana uzx. Ne PI] - 36-3483/08.12.2025 >.

3a npedcmassane Ha ohepmu 3a docmaska na nexapcmeen npodykm ¢ INN Ganaxolone 50 mg/mL
oral suspension - 110 ml

VBAJKAEMH IIPEJICTABJISBAIIIM,

C HacrosmoTo Bu yBemomsBam, de mopamM HacTHIHIM npoMmenu B obcroATencreara -
PO/IBIDKABAHE Ha JICYCHHETO Ha MAllMeHTa, 32 KOroTo Oelle Mpe/Ha3HauYeH NOCOYEH s JIEKapCTBEH
MPOYKT B IPYTO JIEYCOHO 3aBE/ICHHE, € OTIafHAIa HEOGXOMUMOCTTA OT CKIIOUBAHE Ha JOTOBOP 3a
Jl0CTaBKara My.

KbM nacrosmmsar moment B CBAJI no aerckn Goectn “Ilpod. MBan Mutes” EAJl Hama
ApYrH ALMETH, HYXIA€IIH C€ OT IEYCHHE C MEIHKAMEHTA.

C ornie1 oNMCaHOTO M JOKOJNIKOTO HACTOSIIATA Ipoueaypa no pena Ha Hapeoba Ne 10 om 17
Hoemepu 2011 2. za ycnosusma u peda 3a newenue c HepaspeuieHu 3a ynompeba ¢ Penybauxa
bvneapusn nexapcmeenu npodyxmu, nexapcmeenu RPOOYKMU, NPURAZaHU U3EBH VYCI08UAMA Ha
paspeuienuemo 3a ynompeba, u rexapcmsenu npodyKmu 3a cecmpadamenta ynompeba, kakmo u 3a
yenosuama u peoa 3a 6KI04AHE, NPOMEHU, USKIIOYEAHE U OOCMAGKA HA JeKapcmeeny npodyKkmu om
cnucvka no un. 266a, an. 2 om 3akona 3a nekapcmeenume nPOOYKMU 6 XyManHama Meduyuna ce
TMPOBEX /12 32 OCHTYPABAHE Ha JICKAPCTBEHH MPOIYKTH CIIOPE] PO IbKATENHOCTTA HA JICYEHHETO Ha
KOHKPETCH MalMEeHT, a He 3a Aa OBJAT OCHrYpeHM JeKapcTBEeHM NPOIYKTH, KOMTO 1a ca Ha
Pa3NOIOKCHHE B JIEYEOHOTO 3aBENEHHE M NPH HEOBXOAMMOCT fa 6buar NpHIOXKEHH, odepTH 3a
Rocraeka Ha Ganaxolone 50 mg/mL oral suspension - 110 ml mo [Mokaua P/1-36-3483/08.12.2025r.
HE ClIe/IBa /1a C€ I10/1aBaT, a aKO MMa Bede [0/Ja/IeHH Te HiIMa 1a ce paér\'f]emar. ~\
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