neHoHoueH npuem: 02/8154 254
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IIPUTEKATEJIMTE

HA PA3PEILIEHHUE 3A ThPT'OBUSI HA EJJPO 45

C JIEKAPCTBEHHU IPOJYKTH, Y 0 0- Fo-374/
IOJIYUEHO IO PEJIA HA T'JIABA JIEBETA OT 3JIIIXM /4 P ]

INOKAHA
3a npeJocTaBsiHe HA oepTa 3a JOCTABKA HA Hepa3pelleHH 3a ynorpeda B Penyd.iuka
bharapus ekapcTBeHH NPOIYKTH H JIeKAPCTBEHH NMPOAYKTH, BKJIKYEHH B CMHCHKA MO WI.
266a, a1, 2 ot 3aKkoHa 3a JIeKapCTBEHHTE MPOYKTH B XyMaHHATA MeJHLIHHA MO pela HA
Hapen6a Ne10/17.11.2011 r. Ha MuHucTeperBo Ha 3apaBeonasanero (M3), 3a kouto Hsama
AeliCTBAlIO0 PAMKOBO crniopasymeHue ¢ M3

VBAJKAEMH TIPEJICTABJISIBAILH,

Ha ocroBanue um. 156. an. 1 w un. 158, an. 1 ot Hapenda 10 ot 17.11.2011 r. na M3, Bu
OTMpaBAM HaCTOALLATA NOKaHA 3a MpeACTaBsHe Ha OQepTH 3a AOCTABKA HA [J0/IYONMUCAHHTE
JeKapCTBEHM MNPOAYKTH, KOMTO MOraTt na ObJaT MW3MOJM3BAHM 3a JICUEHHETO HA MNalMeHTH Ha
J1e4eBHOTO 3aBeICHHE, KAKTO CJICIBA:

No ot
Cnncbska Mezxxaynapoaso
no wi.266a, | ATC kop HENMATEHTHO JlexapcTaena gpopma u "
KOJIHYECTBO eMHHLA
an 2 or HAHMEHOBaHHe
3JIIXM
84 NO7XX11 | Pitolisant 4.5 mg film-coated tablets; OMaKoBKa
84 NO7XX11 | Pitolisant 18 mg film-coated tablets; ONaKoBKa
Ne o pen —
JEKaApPCTBCH Memyﬂapoaﬂo
NPOAYKT ATC xon I JlekapcTBena ¢opma u Mepna
HepaspellieH 3aj S KOJIN1eCTBO eHHHIA
ynorpeba B
PBuarapus
1 LOIXMOI | Enasidenib 50 mg OTIAaKOBKA
2 LOIXMOI | Enasidenib 100 mg OIIAKOBKA
3 CO7AB09 | Esmolol 100 mg/10ml OMaKOBKa

OdepTrTe CC U3rOTBAT OT/IENHO 34 BCEKH €/IMH JIEKAPCTBEH MPOIYKT, IO NPHJIOKEeHUs oOpazell
H 3aIb/DKUTEIIHO Cl1€/1Ba A3 ChABPKAT c/eaHaTa UHDOPMaLHUA:
I. MexayHapoaHOo HenaTeHTHO HaumeHoBaHue (INN) Ha akTHBHOTO BELLECTBO:
2. TbproBcko HaMMEHOBAHHE HA NIEKAPCTBEHHS MPOAYKT;
3. Bua Ha nekapcTBeHaTa hopMa M KOJIMUECTBOTO HA AKTHMBHOTO BEILECTBO B 1030BA €MHHLA;
4. INpousBoamTen;
5. Konu4yecTRO B €1Ha ONAKOBKA;




6. [leHa Ha neKapcTBEHUS MPOLYKT C JIJIC, nocoveHa B JieBa 1 B €BPO;
7. CpoK Ha JOCTABKa OT JlaTaTa Ha 3ajBKa.
8. CpoK Ha BaJMIHOCT HA NPEACTaBEHATA yeHosa odepTa.

KbM aTaTa Ha M3BBPIIBAHE HA JOCTABKATA, JOCTABEHMSAT N€KApCTBEH NPOAYKT C/1eBa A4 € c
MMHEMATEH CPOK Ha TOQHOCT HE TMO-KpaTbK or 40 % ot oBABeHHs OT NPOM3BOAMTENA 33
NeKapCcTBEHUTE MPOAYKTH.

OdeprHTe, H3TOTBEHH HA XapTUeH HOCUTE C€ nojasat B JlenoBOJICTBOTO Ha CBAJl mo aeTcku
Gonecty ..[Tpod. UBan Mutes” EAJL rp. Codu. n.x. 1606, oya. Axaj. Mean 'ewos™ 11.

[IpenoctapeHuTe T Bawa cTpana oepTH Ce N10/1aBAT HA XapTHEH HOCHTE MN 1o eeKTPOHEH
neT A0 email: apteka@pediatrichospital.bg B cpok 10 08.01.2026 r. 10 15.00 uaca.

Odeprute, MOAANEHH NO ENEKTPOHEH BT clle/iBa a € M3rOTBEHM NpU YCNOBUATA 1 pE/la Ha
3aKOHA 3a €NEKTPOHHHMS NOKYMEHT M ENCKTPOHHMTC YOCTOBEPHUTEIHU YCIYTH (BEHAEVYY) n
nojanenu Ha email: apteka@pediatrichospital.bg

0(1)€pT1/1, KOWTO He OTroBapdaT Ha M3IMCKBAHUATA HA HacToslaTa NMoKaHa vy ca ¢ U3TEKITA
BAJIMAHOCT, HE TIOICXKAT Ha pasme}maﬂe.

B croteetcTRHE ¢ un. 12 ot Hapenba Ne 10 ot 2011 r. Mpu JOCTaBKATa HA HEPA3pEIICHN
NeKapcTBEHH NPOAYKTH ThPrOBELLT HA €APO MpefocTaBs Ha anrtekara napThicH cepTuduKar 3a
KAYECTBO, CHOTBETHO CEPTH(MMKAT 33 0CBOOOKIABAHE HA [apTH/ATA HA JeKAPCTBEHUS MPOIYKT.

[pu odepupaHe Ha JICKAPCTBEHN TPOLYKTH. CHIBPKAIM HAPKOTHYHH BEIIECTBA, CC CTassat
W3MCKBAHMATA HA 3aKOHA 33 KOHTPOJI HA HAPKOTHHHUTE pewectsa U mpekypeopute (3KHBID).

3arUIALIAHETO 32 JeKApPCTBEHMTE MPOLYKTH 3aKyMyBaHH MO HAPEJIBA Ne 2 ot 27 MapT 2019
r. me ce M3BBpIIBA 110 GAaHKOB IBT B CPOK OT 5 (ueT) KaneHZapHW AHM, CJEBALM [iaTaTa Ha
nonyyaBaHe Ha cpeacTBara ot HAIITMOHAJIHATA 3IIPABHOOCI/1I"YPMTEJ1HA KACA /H30K/.
cBIIacHO 3anoBes 3a 0100psABaHE 3aMIalaHeTo Ha YCIyTH o wi. 7 or HAPEJIBA Ne 2 ot 27 mapT
5019 r. 32 MEIMLMHCKATE W IPYTH YCIYTH 110 1. 2. an. la u 3 oT 3akoHa 3a 3PaBeTO 1 32 peia i
YCJIOBHATA 33 TAXHOTO 0n0GpsBaHe, TOI3BAHE 1 3ariallane, H3/a/lcHa Ha KOHKPETHO JI€TE.

OdepTute Ce M3rOTBAT N0 MPUIOKCHHUA obpazell Ha OBJArapcKu €3HK. Beuuka AOKYMEHTH
OKA3BALLM CHOTBETCTBHETO HA YHACTHULIHUTE C NOCTABE ¢ B [ loxaHaTa M3UCKBAHUA, C€ MPEACTABAT
B OpMIMHAJ MM KaTO 3aBEPEHU BAPHO C opuryHaj KOIHA, NPUAPYKEHHA C NPEBOA Ha OBATAPCKH
€3HK.

[punoserye: OOpasell Ha NPEAIOKE

JanuueHa uHbopmauma Ha ocHosaHue PernamenT /EC/ 2016/679



