, 129 11,
;

| . 71O IPUTEXATEJIUTE

HA PA3PEIIEHUE 3A ThPTOBHS HA EJPO C JEKAPCTBEHH

MPOAYKTH, IOJIYYEHO IO PEJA HA I'JIABA JEBETA OT

3JIIXM
IIOKAHA

3a npeJocTaBsiHe HA o¢epTa 32 AOCTABKA JIEKAPCTBEHH NPOAYKTH OT
CHHCHKA MO 4. 2662, ai1.2 ot 3JIIIXM, no pexa na Hapeata Ne
10/17.11.2011 r. na M3

Ha ocHoBanue 4. 156 u wi. 158, an. 1 or Hapen6a Ne 10 ot 17.11.2011r. na M3

BOEHHOMEAMHOUHCKA AKAIAEMMS - rp. Cobus ormpass
HaCTOsIIaTa [OKaHa 32 MpeAocTaBiHe Ha odepTH 3a JOCTaBKa Ha JIEKAPCTBEHU
INPOOYKTH ¢ MEXIYHApOJHO HENMaTEeHTHO HAaMMEHOBAaHWE, BKIIIOYEHH B CIMCHKA
10 4. 266a, ai. 2 ot 3JIITXA, xakTo cineasa:

| JlekapcTBena gpopma u |

| KOJIHYECTBOTO HA AKTHBHOTO
BelleCTBO

| B /1030Ba ¢AHHHIIA

i

| MexayHapoaHo HeNaTeHTHO
‘ HaumeHoBanue (INN)

|

| HAa aKTHBHOTO BellEeCTBO

30mg/ml powder for oral

'5-Aminolevulinic Acid Hydrochloride >
solution

Odeprure 3a0bKUTENTHO ClieBa a CBABPIKAT cleAHaTa UHpopManys:

1. Mexnynaponno HerateHTHO HauMenosanue (INN) Ha aKTUBHOTO BEILECTBO;
2. TBProBCKO HAaUMEHOBAHHE Ha JIEKAPCTBEHHS NPOJIYKT;

3.Bun Ha nekapcTBeHara (opMa 1 KOJIMUECTBOTO HA aKTHBHOTO BELIECTBO B
Z030Ba eIMHUIIA,;

4.1TpousBoaurer;

5. KonuuecTBo B €/lHa OIIaKOBKA;

6. lleHa Ha TeKapCTBEHUS TIPOLYKT;

7. Cpok 3a 10CTaBKa;

8. Cpok Ha BaJIMJIHOCT Ha IIpeLoCTaBeHara eHoBa odepTa.

KoM AaraTa Ha U3BBPIIBAHE Ha JOCTaBKarta, JIEKAPCTBEHHUAT NPOAYKT ClieaBa
Ha €a ¢ OCTaThbY€H CPOK HA TOLHOCT, HE ITO-KpaTeK OT 1 (G,Z[Ha) roguHa oT parara
Ha JOCTaBsIHETO.



IIpenocraBenute ot Baima cTpaHa odepTu ce moaaBaT Ha XapTHUEH HOCHUTEN
- WIH 1o ejiekTpoHeH bT A0 14.00 4. Ha 01.12.2025 r. BKJI.

Odeptu, momageHu NO eNEKTPOHEH MBT cjejlBa Ja ca H3IOTBEHU IIpH
yenosusita u pena Ha 3EJIEYY u nopanenu Ha email: mmli@vma.bg

Odepty, U3roTBeHU Ha XapTHEH HOCUTeNl ce aJApecupar mo
Boennomenunuacka akagemus, Cnyx0a ,Dapmaunds #H MEAULUHCKU
mapketaHr™, 1606 rp. Codus, yiu. ,,I'eopru Coduiicku® Ne 3.

Odepty, KOUTO HEe OTTOBAPAT Ha U3MCKBAHUATA HA HACTOSIATA [TOKaHA WX
ca ¢ U3TeKJIa BAIMJIHOCT, He MTOJIeXaT Ha pa3riexaaHe. B cborBeTcTBHE € 1il.12
ot Hapenba Ne 10 mpu mocraBkara Ha JeKapCTBEHHTE NPOAYKTH, BKIIOYEHU B
oepTuTe, 3aABIDKATENHO TPSAOBa J1a ce MperocTaBs MapTUAEH cepTH(HKAT 3a
KadecTBO, CBHOTBETHO CepTH(HKAT 3a O0CBOOOXKIaBaHE Ha MapTuaara Ha
JIEKAPCTBEHHS MPOJTYKT.

3AMECTHUK - HAYAJITHUK HA BOEHHOMEJIULIMHCKA
AKAJTEMHSA IO TUATHOCTUYHO-JEYEFHATA JJEHHOCT

3a/IMY€HO, ChIVIACHO YII. 5, § 1, 6ykBa ,,B“ ot Permamenta (EC) 2016/679
B, am



