YHUBEPCHUTETCKA MHOTIOMPO®UITHA BOJIHHULIA 3A AKTHBHO JIEYEHHWE NO
UH®EKLIMO3HU U MAPAZUTHHU BOJIECTH “TTPO®. MBAH KHPOB™ - EAL
CODHUA
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JO IPUTEXATEJIMTE
HA PABPEHIEHHE 3A ThbPI'OBUS HA EJIPO C JIEKAPCTBEHH ITPOAYKTH,
MOJIYYEHO O PEJIA HA ITTABA JTEBETA OT 3.JIIIXM

IMOKAHA

3a NpefocTaBsiHe HA opepTa 32 JOCTABKA HA JIEKAPCTBEHH NPOAYKTH OT COHCHKA M0
4.1, 266a, ax. 2 or 3JITIXM, no peaa na Hapeada Ne10/17.11.2011 . na M3

Ha ocnoBanue 4. 156 1 wn.138, ain. 1 or Hapenda Nel( or nara 17.11.2011 r. va M3
YMBAJIUIIEG ” [IPO®. UBAH KUPOB” EAL - rp. Codus oTripass HacTosara

IMOKAHa 3a TIpeiocTaBsiHe Ha ohepTH 3a IOCTABKA Ha JIEKapCTBEHH MTPOAYKTH C ME/KILY HAPOIHO
HEMAaTeHTHO HAHMEHOBAHHE, BKJIIOUCHH B CIIMCHKA 110 i1, 2664, ain. 2 ot 3JIIIXM, kakro c.ieipa;

Ne MexayHapoaHo HenaTeHTHO JlexkapcTBena popma i KOTHHECTBO HA
HAHMEHOBaHHe, KbM K0€T0 AKTHBHOTO BeIleCcTBO
npuHAAAeRH npoayKThT /INN/

s Mefloquine hydrochloride Tabl. 250 mg

(R ]

Meglumine antimonate Amp.Sml, 1.5¢
(Pentavalent antimony compound)

500 mg powder for concentrate for solution

3. Ganciclovir for infusion
Artemether Tabl. 120 mg
4. Lumefantrine (Artemether 20 mg

Lumefantrine 120 mg)

Odeprute 3a0b/UKHTENHO CACIBA 1a ChABPIKAT ClieHaTa HH(pOpPMAaLIKs:

1. MexxayHnapoyino HenareHTHO HanMmeHoBaHue (INN) Ha aKTHBHOTO BEIIECTBO;

2. THproBcko HAUMEHOBAHHE HA JIEKAPCTBEHUSA NPOIYKT

3. Bua Ha siekapeTBeHara (opMa ¥ KOJIH4eCTBOTO Ha @KTHBHOTO BELIECTBO B /103084 €AMHHIA;
4, TlpousBoauTen;

5. KonuyecTBo B €/1Ha ONIaKOBKa;

6. llena Ha nekapcTBEHUS NPOAYKT;

7. Cpok Ha JI0OCTaBKa;

8. Cpok Ha BaTHIHOCT HA NPEAOCTABEHATA IIEHOBA odepTa.

KoM JlaTaTta Ha H3BBPIIBAHE HA TOCTAaBKATA, JOCTABECHHUA TEKAPCTBEH MPOIYVKT CIIC/IRa JIa € C



O0CTAaTb4€H CPOK Hd I'OJHOCT, HE IO-KPaTrbK OT 1 ( cjHa ) rojjHHa OT garara Ha JOCTaBAHETO.

IIpenocrasenute ot Bawa crpana ofepry ce nojaBar Ha XapTHEH HOCHTE WIH M0 eNeKTPOHeH
weT 10 15.04.2026 1. BKIL.

OCl]ﬁpTH._. nMoJAalcHH 110 €JIEKTPOHEH BT CJIE/Ba Jdd Ca U3IOTBEHH IPH YCIIOBHATA U pCaa Ha
3EJIEVY u nonanenn Ha email: sbalipb@abv.bg

Odepru, M3roTBeHn Ha XapTHeH HocuTen ce aapecupar 10 YMBAJIMIIB ™ Ilpod. Mean Kupos ™
EAJl, ornen Anmunuctpauus - I ta (tpetu )etan , 1606 rp. Codus Oya. " Axan. Mean
Esctparues 'etoB ™ Ne 17.

OdeprH, KOHTO HE OTTOBAPAT HA U3UCKBAHMSTA HA HACTOAIATA MOKAHA MJTH €A C H3TeKTa
BAJIAIHOCT, HE MOIEKAT HA pasriekaane. B cvorBercTBHe ¢ wi. 12 ot Hapeada NelO nipu
J0CTaBKaTa Ha JICKapCTBEHHUTE MPOIYKTH, BKITIOYEHH B OepTUTE, 3a/Ib/DKHTETHO TPAOBa j1a ce
MPEI0CTaBs MapTHIEH cePTU(HKAT 3a KAYE€CTBO, ChOTBETHO cepridukar 3a 0cBoOOK/1aBaHE Ha
napTuaaTa Ha JICKapcTBEHHS MPOILYKT.
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