CNELHATHIHPAHA BOJIHHLA 3A AKTHBHO JIEYEHHE MO HHOEKUHOIHH U

MAPAZHTHH BOJIECTH “[MPO®. HBAH KHPOB” — EAJL, CQEHAUNG
rp. Codmn — 1612, Gya. “Axan. Hoaw lewos™ Ne 17, 02 :I‘-‘I.- H‘ H#P?nanuma T[
Hax Mg ........ ,2 ................

JO INPUTEXKATEJIHTE

HA PASPEUIEHHE 3A ThPTOBHS HA E/IPO C JIEKAPCTBEHH MTPOAYKTH,
MOJYYEHO IIO PEJIA HA TUIABA JIEBETA OT WIIIXM

IMOKAHA

3a npeocTaBsine Ha oepTa 32 JOCTABKA HA JEKAPCTBEHH NPOIYKTH OT CHHCLKA M0 "I
2664, an. 2 ot 3JITIXM, no pexa na Hapen6a Ne10/17.11.2011 . ma M3

Ha ocxopanme wi. 156 w un.158, an. 1 or Hapen6a Nel0 ot mata 17.11.2011 1. 5a M3

CITAJIHITB ” IIPO®. HBAH KHPOB” EAJL - rp. Codus oTnpass nactosuara
NOKAHA 33 Pe/I0CTaBAHE Ha OepTH 33 I0CTaBKa Ha TEKAPCTBEHH IPOYKTH € MEKIY HAPOHO
HEMAaTCHTHO HAHMEHOBAHHE, BK/IIOYEHH B CIOHCLKA 110 w41, 266a, an. 2 ot IITTXM., KakTo ciensa:

Ne | Mefmuapuﬁﬂn HeNATEHTHO Jlekapereena dpopma u Koaugecrso/ Gp.
HAHMEHOBANKE, KbM KOETO KOJIHYEeCTBO HA
NPHHALTEAH OPOIYKTHT AKTHBHOTO BELECTBO
/INN/
1 ARTESUNAT 110 mg -for injection -2 21
vials 42 vials; 4vials + 4
vials
2 ATOVAQUONE- Tabl. 250 MG 36
PROGUANIL

3 ARTEMETHER Amp. 80 MG/ 1 ML. 18
B ARTEMETHER Tabl.. 120 mg

- LUMEFANTRINE (Artemether 20 mg 120

Lumefantrine 120 mg) |
Powd. sol. for. inj.
5 ARTEMISINUM 60 mg 15
Tabl, 15 mg 30
6 8-AMINOQUINOLINE Tabl, 7.5 mg 60
| Tabl 25 mg 150
7 PYRIMETHAMINE
Tabl. 600 mg 80

8 PRAZIQUANTEL
B Powder for dispersion for 20
| '8 AMPHOTERACIN B infusion 50 mg ]




10 500 mg powder for 10

GANCICLOVIR concentrate for solution

for infusion
infusion

11 50 mg powder for 21

CASPOFUNGIN concentrate for solution

for infusion

Odeprure 3agsmanrenno caensa 1a ChIBPHKAT Ce/iHaTa HHpOpMALHa:

1. Mexaynapoano senarenTHO HanMeHoBaHke (INN) na axTHBHOTO BemecTRO:

2. TLProBCKO HAaWMEHOBAHHE Ha JICKAPCTBEHHA IPOAVEKT;

3. Bua na nekapcrBenara $opMa 1 KOTHYECTBOTO Ha AKTHBHOTO BEIIECTRO B JI030Ba eTHHHIA;
4. [TpoussoamTen;

5. Konuuectro B equa OMAKOBKA;

6. llena Ha nekapcreenus HNPOOVKT;

7. Cpok Ha mocrapka;

8. Cpok Ha BATMIHOCT Ha IIPEAOCTABCHATA EHOBA ofepra.

K®M narata va wasspimane na /IOCTABKaTa, 10CTABEHHS JIEKAPCTBEH NPOAYKT C/e/1Ba 14 € ¢
OCTATRYCH CPOK Ha TOAHOCT, HE O-KpaTsK oT | ( enHa ) rojMHa oT Jarara na JIOCTARAHCTO,

Ilpenocrarenure or Bama CTpaHa o(hepTH ce MOJABAT Ha XapTHEH HOCHTEN HIH [0 eJIEKTPOHEH
et mo 20.08.2024 . px.

Odepru, nonagenn no CICKTPOHEH MbT CJIE/IBA J1a Ca H3TOTBEHH MPH YCIOBUATA M Pela Ha
3EJIEVY u nonanesn na email: sbalipb@abv.bg

Odepry, m3rorsenn va xapruen mocuren ce anpecnpar g0 CBAJTHTIB  Tpod. Usan Kupos ™
EAJL, ornen AnMuHHCTPanus - 111 i (tperu Jerax , 1606 rp. Codms Gyn.  Akan, Mean
Escrparues I'euior ™ Ne 17,

Odepry, Kouto He OTTOBAPAT HA H3UCKBAHHATA HA HACTOAIIATA TOKAHA HIIH ¢a ¢ H3TeKNa
BATH/IHOCT, HE NOANEKAT Ha pasriexnane. B CHOTBETCTRHE ¢ 4. 12 ot Hapena Nel( HpH
AOCTABKATA Ha NIEKAPCTREHHTE NPOIYKTH, BKIIOYSHH B odepTHTe, 33 IBIKHTENHO TpADBa 1a ce
fIPENOCTaRA NAPTH/IEH cepTHHKAT 3a KaHECTBO, CLOTBETHO CepTH(MKAT 3a 0CBOGOKIaBane Ha
1IaPTHIIATA HA IEKAPCTBEHHA NPOYKT.




