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CBAJT no geTckuy BOMECTHA neronoen mpuem: 02/8154 254
"MPOD. UBAH MWUTEB™ urihopMarst: 02/8154 211
cekperapuar: 0278154 240

pediatrichospital bg

ruo CHELAANTASMF ARHA HALA 1O |
TIPUTEXXATEJIUTE ETCKY BONECTY ComnA
HA PA3PEIIEHHE 3A THPTOBHSI HA EJIPO et - 364 36

C JIEKAPCTBEHM ITPOJYKTH, | 0906, 00l .

INOJIYYEHO IIO PEJJA HA I'/TABA JEBETA OT 3JIIIXM

IMNOKAHA
3a npeaocTaBsiHe Ha odepTa 3a JOCTABKA HA Hepa3pelueHH 3a ynorpeba B Penybimka
bbarapus JieKapcTBeHH NPOJYKTH H JeKAPCTBEHH NPOAYKTH BKJIIOYEHH B CIIHCHKA MO 4.1
266a, ai1. 2 oT 3aKoHAa 32 JIeKADCTBEHHTE NPOJIYKTH B XyMaHHATA MeJHIIMHA 110 pela Ha
Hapen6a Ne10/17.11.2011 r. 1a MuHHCTEpPCTBO Ha 3XpaBeona3sanero (M3), 3a KoHTO HAMA
AeHcTBALIO0 PAMKOBO cniopasymenune ¢ M3

YBAYKAEMH ITIPEJICTABJISIBALLH,

Ha ocnoBanue wi. 156, an. 1 v wi. 158, an. 1 or Hapen6a 10 ot 17.11.2011 r. na M3, Bu
OTIpaBsAM HACTOAIIATA IIOKaHA 3a MPEACTaBAHE Ha OQEpTH 3a JOCTaBKa HA JOJYONHCAHHTE
J]eKapCTBBHH NpOAYKTH, KOHTO Moratr naa GLHaT H3II0JI3BAHH 34 JICYECHHETO Ha NalEHTH Ha
ne4eOHOTO 3aBe/IeHHEe, KaKTO CIIEBA:

Ne ot
Cnucbka MexayHapoaHo
mo 4. 266a, | ATC kox Hen:Teﬂli"Ho Jlekapcraena popma Mepua
KOJIHYeCTBO eIMHHIA
aL 2 oT HaHMEHOBaHHe
3JIIIXM
38 NO3AX26 Fenfluramine 2.2 mg/ml Oral solution - 120 OIaKOBKa
ml
48 HO02ZABO09 Hydrocortison Smg modified-release hard OMakKoBKa
capsules
48 HO02ABO09 Hydrocortison 10 mg modified-release hard OIIaKOBKa
capsules
51 JO6BAO1 | Immunoglobulins, | 100 mg/ml solution for infusion OIaKOBKa
normal human, for for subcutenous use - 100 ml
extravascular adm
118 VO3ABI15 Naloxone 0,4 mg/ml solution for OIIAKOBKa
injection/infusion - 1 ml
125 MO3CA0 Dantrolene 120 mg powder for solution for OTIaKOBKa
1 injection
34 JOSAF10 Entecavir 0,05 mg/ml oral solution - 210 OIIaKOBKa
ml
37 BOSBAO2 | Fat emulsions (fish | Emulsion for infusion - 50 ml; OIIaKOBKa
oil triglycerides)
injectable emulsion




i) BO5BAO2 | Fat emulsions (fish | Emulsion for infusion - 100 ml OIIaKOBKa

oil triglycerides)
injectable emulsion
42 JO5AB06 Ganciclovir 500 mg powder for concentrate OIaKoBKa
for solution for infusion - 1 vial;

5 vial
40 A07AA12 Fidaxomicin 200 mg film-coated tablets x 20 OITaKOBKa
115 HO02ABI18 Vamorolone 40 mg/ml oral suspension, OMaKOBKa
39 NO1AHO01 Fentanyl 50 mcg/ml solution for injection OIIaKOBKa

NO02ABO03 -2 ml
41 NO3AX27 Ganaxolone 50mg/ml oral suspension — 110 OITaKOBKa

ml (pack size: 1 bottle + 2
dosing syringes of 3 ml, 2
dosing syringes of 12 ml + 1
bottle adaptor) u (pack size: 5
bottle + 5 dosing syringes of 12
ml + 5 bottle adaptors)

1.0 ml extractable volume in a OIIaKOBKa
single-use, single-dose vial
containing
S ua 10° PFU/mL
and excipient gel 1.5 mL single-
dose vial

D03AX16 Beremagene
Geperpavec-svdt

LO2AE04 Triptorelin 11.25 mg OTIaKOBKa

OdepTute ce H3rOTBAT OTIEIHO 33 BCCKU CIHH JICKApPCTBEH MPOIYKT, M0 IIPUIIOKEHUS 00pasel]
H 3aBJDKHTEIIHO CIe/IBa 1a ChAbPXKAT ClieHaTa HHPOpMaLIUs:
. MexayHapoaHo HenaTteHTHO HauMeHoBaHKe (INN) Ha akTHBHOTO BEIIECTBO,
. TBproBcko HaMMEHOBaHUE Ha JICKaPCTBEHHS TIPOAYKT;
. Bua Ha nexapcrBenara ¢popMa B KOJIH4ECTBOTO HA aKTHBHOTO BELIECTBO B J030Ba €UHHLIA;
. IlpousBoauren;
. KonuyecTBO B e1Ha ONAKOBKa,
. llena na nexapcreenus npoaykt ¢ JIJIC, nocodena B neBa u B €Bpo;
. Cpok Ha JjocTaBKa OT JjaTaTa Ha 3asABKa;
. Cpok Ha BaJTMIHOCT Ha Ipe/ICTaBeHaTa 1IeHOBa odepTa.

00 ~1 L B b

KBM nmarata Ha M3BBPLUBAaHE Ha JOCTaBKATa, JOCTABEHHAT JIEKAPCTBEH NMPOAYKT CIE/BA A2 € C
MHMHUMAJIEH CPOK Ha TOAHOCT He mo-Kparkk oT 40 % or o0ABeHHMA OT IpOM3BOAMTENA 3a
IeKApCTBEHUTE NMPOAYKTH.

OdepTHTe, M3rOTBEHH HAa XapTHEH HOCHTEN ce rnojasat B JlenoBoactroto Ha CBAJI o nercku
6osectu ,,IIpod. Usan Mutes” EAJ], rp. Codu, n.x. 1606, 6yin. ,,Akan. Usan I'etos™ 11.

IIpenocraBenute ot Baua ctpana odepTu ce nojaBar Ha XapTHEH HOCHTEJ! WK TI0 €1eKTPOHEH
T g0 email: apteka(@pediatrichospital.bg B cpok 1o 20.06.2025 r. no 16.00 1aca.

Odeprure, noaaaeHH 10 eJIEKTPOHEH BT CIeBa Aa ca U3TOTBEHH IIPH YCJIOBUATA M pela Ha
3aKkoHa 3a ENEeKTPOHHHA MOKYMEHT M eNeKTPOHHUTe yjaocroBepurenHu ycinyrn (3EJEVYY) u
noganeHy Ha email: aptekalpediatrichospital.bg

Odeptu, KOMTO He OTrOBAPAT HA M3MCKBAHHATA HA HACTOSALIATa [IOKAHA WM Ca C M3TEKIa
BaJIMJIHOCT, HE IOJJIEXKAT Ha pa3riexiaHe.




B crotBercTBHe ¢ 4. 12 ot Hapexba Ne 10 or 2011 r. npu gocTaBkaTra Ha HEpa3penICHH
JIEKapCTBEHH NMPOAYKTH THPTOBELT Ha €IPO NPEAOCTABsS HA aNTEKaTa NMapTHAEH cepTHdukar 3a
Ka4eCTBO, CHOTBETHO CEPTH(MKAT 3a 0CBOO0XK1aBaHEe Ha NIAPTH/IATa HA JIEKAPCTBEHHUS MPOAYKT.

I[Tpu opepupane Ha NeKapCTBEHH MPOAYKTH, ChIABPXKAIIN HAPKOTHYHH BEILECTBA, CE cra3Bar
H3MCKBaHHATA Ha 3aKOHA 33 KOHTPOJ Ha HAPKOTHYHKTE BemiecTsa U npexypcopute (3KHBIT).

3anamaHeTo 3a jekapcTBenuTe npoayktH 3akynysadu no HAPEJIBA Ne 2 ot 27 mapt 2019
I. e ce M3BLpHIBA 0 OaHKOB ITBT B CPOK OT 5 (neT) KaleHJapHH [IHM, CIE/IBAllM Jarara Ha
noiydaBane Ha cpeacrsata or HAITUOHAJIHATA 3/IPABHOOCHUI'YPUTEJIHA KACA /H30K/,
cwIlacHo 3anose] 3a oao6psaBane 3amanianero Ha ycayry 1o wi. 7 or HAPEJIBA Ne 2 ot 27 mapt
2019 r. 3a MEMUMHCKKTE W JAPYTH YCIyTH 1o wi. 82, an. la u 3 or 3akoHa 3a 3[paBeTO M 3a peaa U
YCIIOBUATA 32 TAXHOTO 0700psBaHe, MOJI3BAHE H 3alllallaHe, H3/1aJeHa Ha KOHKPETHO JeTe.

[Ipu [OroOBOpPEHH 1IEHH HA JIEKapCTBEH MPOIYKT, MO-BUCOKM OT uenuTe, kouto H30K we
3amIaTH Ha 1e4e0HOTO 3aBeieHHMe, CHUIMTE Ce HaMalsAT J0 TO3M pa3Mep, IpH ChobpassBaHe Ha
JeicTBalmaTa HopMaTHBHA ypeaba.

OdepruTe ce M3rOTBAT IO NPHUIOKEHHS oOpa3ser Ha ObIArapckd e€3uK. BCHUKH TOKYMEHTH,
JIOKa3Balll¥ CHOTBETCTBHETO HA YYACTHUIIMTE ¢ NocTaBeHUTe B [lokaHaTa M3MCKBaHUA, CE NPEACTABAT
B OPHTHHAJI WM KaTO 3aBEPEHM BSPHO C OPHIHHAIA KOMWA, NPUAPYKEHH ¢ MPEBOJ Ha 61:nrapc1<n/~—
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ITpunoxenue: O6pasel Ha MPEUIOKEHHE / P4

Jannuera mHdopMaLMAa Ha /

ocHosaHue un. 37 ot 30N

II-P BJIATOMHP 3][PAB
MB3ITBJIHUTEIEH JUPEKTOP
CEAJT ITO JETCKH 5O ECTM%Q& ABAH MYTEB“ ‘EAR




