CNELUAJIM3UPAHA BOJIHULIA 3A AKTUBHO JIEYEHUE MO UH®EKLIMO3HU U
ITAPABUTHHU BOJIECTH “IIPO®. UBAH KUPOB” — EAJl, CO®USI

rp. Codus — 1612, 6ya. “Akan. Usau Femwos” Ne 17, 02/90 23 700

O INNPUTEKATEJIUTE
HA PASPEIIEHUE 3A THhPI'OBUSI HA EJIPO C JIEKAPCTBEHH ITPOJYKTH,

HOJIYYEHO I10 PEJIA HA IVIABA JIEBETA OT 3JITIXM
INOKAHA

34 NpeocTaBsine Ha odepra 3a 10CTABKA HA JIEKAPCTBEHH NPOLYKTH OT CIHCHKA 110 1.
2664, au. 2 ot 3JIIIXM, no pexa ua Hapen6a Ne10/17.11.2011 r. na M3

Ha ocnopanue un. 156 u w158, an. 1 ot Hapen6a Ne10 or nara 17.11.2011 r. na M3
CHAJIMITB ” TIPO®. UBAH KUPOB” EAJ - rp. Codus ornpasst Hactosimara

TIOKaHa 3a IpesocTaBsiHe Ha odepTH 3a 10CTaBKa Ha JIEKApCTBEHHU MPOIYKTH C MEXK/LY HAPOHO
HCIIATCHTHO HAUMEHOBAHUE, BKJIFOYEHHU B CITHCHKA 1O YT, 266a, ain. 2 ot 3JIIIXM, kakto cienpa:

Ne | Mexaynapoano nenarentno JlekapcTBena gpopma n Kosmuecrso/ 6p.
HAaHMEHOBAaHHEe, KbM K0eTo KOJIHYECTBO HA
NPHHAUIEKH IPOXYKTHT AKTHBHOTO BEl[ECTBO
/INN/
1. Mefloquinum Tabl. 250 mg 48
2 Artemether Tabl. 120 mg 120
Lumefantrine (Artemether 20 mg
Lumefrantrine 120 mg)
3 8-aminoquinoline Tabl. 15 mg 30
Tabl. 7.5 mg 60
4. Pyrimethamine Tabl. 25 mg 150
S. Praziquantel Tabl. 600 mg 80
6. Meglumine antimonate Amp.5ml, 1.5¢ 80
(Pentavalent antimony
compound)
T Artemisinum Powd. sol. for. inj. 60 mg 15
8. Amphotericin B Powder for dispersion for 20
infusion 50 mg




9. Ganciclovir 500 mg powder for 10
concentrate for solution for
infusion
infusion

10. Phytomenadione Solution for injection 10 100
mg/1 ml, amp.

11. Caspofungin 50 mg powder for 21
concentrate for solution for
infusion

Odeprure 3aabmkuTento ciensa na CHABPIXKAT CiieiHaTa HHOPMAIHSL:

- MexyHaponHo HenaTeHTHO HaMMEHOBAHME (INN) Ha aKTHBHOTO BeIecTBO;
. T'bproBcko HanMeHOBaHUe Ha JIEKApCTBEHHS IIPOYKT;

. Bz na nexapersenara dopma u konmdecTBoTO Ha aKTHBHOTO BEUIECCTBO B JI030Ba €IMHUIIA,
. IIpousBoauren;

. KomuuectBo B eina onakoska;

- Llena na nexapcTsenus npomykr;

. Cpox Ha nocraBka;

- Cpok Ha BaMIHOCT Ha TIpeI0CTABEHATA IIEHOBA oepra.

e e R S O R S

K®M natara na n3Bbpisane Ha nocraskara, 0cTaBeHus JIEKapCTBEH MPOJYKT CIIeBA 1A € C
OCTATBYCH CPOK Ha FOAHOCT, HE MO-KPaThK OT 1 ( eHA ) TOAMHA OT AATATA HA IOCTABSHETO.

IIpenocrasenure ot Bama cTpaHa oepTH ce roaaBar Ha XapTHEH HOCHUTEJ HJIM 10 eJIEKTPOHEH
bt 110 30.05.2024 1. BKII.

Odpepru, nonazenu o enexTPOHeH BT CIIeBA JIa ¢a U3TOTBEH IPH yCJIOBUSITA U pejia Ha
BEJIEYY u nonasenu na email: sbalipb@abv.bg

Odepry, H3roTBeHU Ha XapTHEH HOCHTET ce anpecupar 1o CbAJIUIIB ” Tpod. Usan Kupos
EAJL, otnen Anmunucrpanus - 111 T (Tpetw Jetax , 1606 rp. Codust Oyn. 7 Axan. Usan
Escrparues I'emos > Ne 17.

Odepru, KOMTO He OTrOBApST HA U3HCKBAHUSTA HA HacTosIIaTa [oKaHa MJIK ¢a ¢ U3TeKJIa
BAJIH/IHOCT, HE MO/UIeXKAT Ha pasriek/ane. B chorBeTcTBHE ¢ wi. 12 OT Hapen6a Ne10 npu
JOCTABKATA HA JICKAPCTBEHHUTE HPOLYKTH, BKIIOYEHH B ODEPTHUTE, 3a1bIKATEIHO TpsOBa J1a ce

npenocraBs [IapTUICH CepTI/I(bI/IKaT 3a Ka4€CTBO, CbOTBETHO CepTI/I(bI/IKaT 3a OCBO60)KI[aBaHe Ha
nmaprTuaara Ha JICKApPCTBECHUS IIPOOYKT.

H3I'bJL IUPEKTOP:
/IPO®. 1P T. YEPBEH$]



