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HA PA3ZPEIIEHME 3A ThPTOBHA HA EJIPO
C JIEKAPCTBEHHU ITPOJIYKTH,
MOJIYYEHO 11O PEJIA HA TJIABA JIEBETA OT 3JIIIXM

P /f?f’“\
N 7 T

MMOKAHA
3a mpeJocTaBsHe Ha 0hepTa 32 IOCTABKA HA JleKAPCTBEHH NPOIYKTH, BKIIOYEHH B CIIACHLKA
110 WI. 2663, an. 2 oT 3aK0HA 32 JIeKaPCTBEHHTE MPOIYKTH B XyMaHHATa MeIHIHHA 110 pe/a
na Hapenba Ne10/17.11.2011 r. Ha MuHHCTEPCTBO HA 3/ipaBeona3BaHeTo (M3), 32 KOHTO HAMA
neiicTBaLI0 PAMKOBO CIOpasyMeHue ¢ M3

YBAJKAEMH IPEJICTABJIAABAILIH,

Ha ocroBanue wi. 156, an. 1 i an. 158, an. 1 or Hapenba 10 ot 17.11.2011 r. na M3, Bu
OTTpaBsM HACTOAI(ATa MOKaHa 33 npesacTaBaHe Ha oQepTH 3a J0CTaBKa Ha JONTyOIIHCAHHTE
NalMeHTH Ha

JIeKAapCTBEHH MPOAYKTH, KOHTO Morar na GBAAT M3MON3BaHM 33 JIEYEHHETO HA
neueOHOTO 3aBelICHHE, KAKTO ClC/IBa.

Ne ot
CnucbKa MexayHapoaHo
o wi. 266a, | ATC kon HEMATEHTHO Jlexapernena opma i Mepna
KOJIMYeCTBO eMHHIIA
ajl. 2 or HaHMeHOBaHHE
3JIIIXM
4 L04AC03 | Anakinra 100 mg/0.67 ml solution for OITaKOBKA
injection in pre-filled syringe
13 MO05BX05 | Burosumab 30 mg solution for injection - 1 ml OTIaKOBKa
13 MO05BX05 | Burosumab 20 mg solution for injection - 1 ml; OTIaKOBKa
13 MO05BX05 | Burosumab 10 mg solution for injection - 1 ml OIIaKOBKa
15 B06ACO01 | C1- inhibitor, 3000 IU powder and solvent for OTNAaKOBKa
plasma derived solution for injection 2000 TU
powder and solvent for solution for
injection
19 NO03AX24 | Cannabidiol 100 mg/ml oral solution 100 ml OTIAKOBKa
21 A16AA05 | Carglumic acid 200 mg dispersible tablets OMAaKoBKa
27 AOSAAO0] | Chenodeoxycholic | 250 mg hard capsules OTIaKOBKa
acid
41 N03AX26 | Fenfluramine 2.2 mg/ml oral solution -120 ml OIaKOBKa
64 AO05AX04 | Maralixibat 9.5 mg/ml oral solution 30 ml OITaKOBKa
chloride




69 A16AA07 | Metreleptin 5.8 mg powder for solution for OIIaKOBKa
injection;
69 A16AAQ7 | Metreleptin 3 mg powder for solution for OIIaKOBKa
injection;
76 Al6AX04 | Nitisinone 4 mg/ml oral suspension - 90 ml OIIaKOBKa
79 AO05AX05 | Odevixibat 400 micrograms hard capsules; ONaKOBKa
79 AO5AX05 | Odevixibat 1 200 micrograms hard capsules OIIaKOBKa
83 MO9AX09 | Onasemnogene 2x10* vector genomes/ml solution OIaKOBKa
abeparvovec for infusion 5.5 ml + 8.3 ml 2x10®
vector genomes/ml solution for
infusion 8.3 ml
84 NO7XX11 | Pitolisant 4.5 mg film-coated tablets OITaKOBKa
84 NO7XX11 | Pitolisant 18 mg film-coated tablets ONaKOBKa
87 A12BA30 | Potassium 8 mEq prolonged-release granules OINaKOBKa
(different salts in
combination)
96 Al6ABI14 | Sebelipase alfa 2 mg/ml concentrate for solution OIIaKOBKa
for infusion 10 ml
100 NO7XX04 | Sodium oxybate | 500 mg/ml oral solution 180 ml OIIaKOBKa
105 A16AX08 | Teduglutide 1.25 mg powder and solvent for OIlIaKOBKa
solution for injection
110 LO2ZAE04 | Triptorelin 11,25 mg powder and solvent for OTIaKOBKa
prolonged-release suspension for
injection
102 NO3AX17 | Stiripentol 250 mg hard capsules; OIIaKOBKa
112 HO02AB18 | Vamorolone 40 mg/ml oral suspension OmakoBKa
116 A16AX28 | Sepiapterin 250mg oral powder in sachet OIIaKOBKa
116 A16AX28 | Sepiapterin 1000mg oral powder in sachet OIIaKOBKa

H 3aIBJDKMTEITHO CJIE/IBA /1a ChABPXKAT ClleHaTa HHpOpMAIHs:

1. MexnyHapoaHO HENaTeHTHO HAUMEHOBAHHE (INN) Ha aKTHBHOTO BEILIECTRO;
2. Tpproecko HaMMEHOBaHKE Ha JIEKAPCTBEHHA MIPOTYKT;

3. Buj na nekapcrBeHata Gpopma H KOIHYECTBOTO Ha AKTHBHOTO BELIECTBO B 1030Ba CIHHHIIA;
4. IlpousBonure,
5. KonuuecTBo B e/iHa 0nakoBKa;
6. llena Ha nekapcreenus npoxayxt ¢ JIJIC, mocoueHa B neBa u B €BpO;
7. Cpok Ha JIOCTaBKa OT JIaTaTa Ha 3asBKa;
8. Cpok Ha BAaIIMIHOCT Ha [IPEICTABEHATA 1IEHOBA odepra.
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Odeprute ce H3roTBAT OTAEIHO 32 BCEKH EHH JIEKAPCTEEH NPOJYKT, 10 IIPHIIOKEHHS 00pasel]




KDbM 1aTaTa Ha M3BbPIIBAHE HA JOCTABKaTa, I0CTABCHIAT JIeKapCTBEH MPOJIYKT CIIE/Ba Ja € €
MUHHM@ICH CPOK Ha TOJAHOCT He MO-KpaThK OT 40 % or obsBeHHMs OT IPOM3BOAMTENA 32
JNeKapCTBEHUTE MPOLYKTH.

OdyeprHTe, H3rOTBEHN HA XapPTUEH HOCUTE CC nonaat B Jlenosoacreoro Ha CBAJI mo feTcku
Gonectn ,,IIpod. Misan Mures EAJL, rp. Codu, m.x. 1606, 6yi. ,,Akal. Hpan lemos™ 11.

IIpenocTaBeHuTe OT Baima cTpana odepTH Ce Mo/aBaT Ha XapTHEH HOCHUTE UITH IT10 CIIEKTPOHECH
T 1o email: apteka@pediatrichospital.bg B cpox 10 17.06.2026 r. o 15.00 yaca.

OdepTuTe, NOAANCHH 1O EIEKTPOHEH ITBT CcleBa JIa ca W3TOTBEHHU NP YCJIOBHATA M pella Ha
3aKoHA 32 ENEKTPOHHHMS JOKYMEHT U EICKTPOHHHTC YIOCTOBEPUTENIHA  YCIYTH (BEJEVY) u

noxaaeHy Ha email: apteka@pediatrichospital.bg

Oqoepm, KOHUTO HE OTroBapsAT Ha U3MCKBaHMATA HA HacTosAlaTa MOKAaHa MM ca C M3TEKIa
BAJIMIHOCT, HE ITOJTIEHKAT Ha pa3riexjaHe.

B cnorsercteue ¢ i 12 or Hapenba Ne 10 or 2011 r. mpu JOCTaBKara Ha HEpaspelicHH
JNIeKapCTBEHH NPOJYKTH THPTOBELBT HA €APO Mpe/l0CTaRsl Ha anTeKaTa NapTHACH ceprudukar 3a
KauecTBo, ChOTBETHO cepTH(HKAT 32 0cBOGOKIABAHE HA TTAPTH/IATA HA JICKAPCTBEHHA NPOLYKT.

Ipu oepupane Ha JeKapCTBEHH HNPOAYKTH, CHIBPIKAIIM HAPKOTHYHH BEILIECTBA, CE CrasBat
M3MCKBAHUATA HA 3aKOHA 32 KOHTPOI Ha HAPKOTHYHUTE gemectra 1 mpexypeopute (3KHBII).

3aruIalIaHeTo 3a JEKapCTBEHHUTE MIPOYKTH 3aKyIyBaHH IO HAPEJIBA Ne 2 ot 27 mapt 2019
r. me ce W3BBLpIIBA 1O 6aHKOB NMBT B CPOK OT 5 (meT) KaleHJapHH [HM, CJe[Balll{ JaTara Ha
I0Ty4aBaHe Ha CPEACTBATA OT HAIIMOHAJIHATA BHPABHOOCI/IFYPHTEHHA KACA /H30K/,
CBIIACHO 3aroBe 32 0100psABaHE 3aIUIAaHeTo Ha YCIYTH 0 wr. 7 or HAPEJIBA Ne 2 ot 27 MapT
2019 r. 32 MEULIMHCKHUTE ¥ IPYTH YCJIYTH 110 ¥l 82, ai. 1a u 3 oT 3aKoHa 3a 3/IpaBCTO H 3a peAa H
YCIOBHATA 32 TAXHOTO ono6psBaHe, ON3BAHE M 3aIUIAIIAHE, U3/IA/ICHA Ha KOHKPETHO JIETE.

OdpepTuTe ce M3TOTBAT MO TPHIOKCHN obpasery Ha OBIrapcKu €3HK. BcHYKH IOKYMEHTH,
JIOKA3BAIIIH CHOTBETCTBUETO HA YHACTHHLIMTE € nocragenute B [TokaHaTa H3HCKBaHHA, CE IPEACTABAT
B OpHTHHAJI WM KAaTO 3aBEPEHH BAPHO C OpHMIrHHANa KOIHA, NPH pyKeHH C TPEBOTLHa- _-g}_‘.l\'ll‘apCKH
€3HK.

Ipunoxenue: O6pasell Ha MPE/IOKEHAC

l
II-P BJIArOMUP 3JPABKOB L
U3ITBJIHUTEJIEH JMPEKTOP HA N T e S
CEAJI 110 JETCKH BOJIECTH ,,IIPO®. UBAHMHATEB S EA/l
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