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A0 INPUTEXATEJIMTE HA
PAZPELLEHHUE 3A ThbPI'OBHUSI HA
EJAPO C JIEKAPCTBEHH
IMPOAYKTH INOJYUYEHO 110 PEJIA
HA T'JIABA JEBETA OT 3JlIIXM

INOKAHA

3a npejocTaBsiHe Ha odepTa 3a JieKapPCTBeH NPOAYKT, BKJYEH B CIIHCHKA 110 4.1.
266a, ax. 2 ot 3JIIIXM, no peaa na Hapenda Ne 10/17.11.2011 r. na M3

Ha ocuoBanwe wi. 266a, ar. 5, m. 3 om 3axon 3a aexkapcmeenume npooykmu 6 XyManHama
meduyuna, 6v6 6p. ¢y 1, an. 1, m. 2, wn. 3, au. 3, wi. 156, an. 1 uvn. 156 om Hapeoba Ne 10/17.11.2011
. HA MHHNC'!?M’pCﬂ?BO HA 3()})(!8\?0”038(”:‘EHI{J

YMBbAIJI ..Ceera Exarepuna™ EAJl. nyOiukyBa Hacrosiata MoKaHa 3a HpPeAOCTaBsHE Ha
odepTH 3a JIEKapCTBEH NPOLYKT € MEKIYHAPOAHO HEMATEHTHO HAMMEHOBAHKE, BKJIIOYEH B CIIMCHKA 110
uj1. 266a, ai. 2 ot 3JIIIXM, kakro ciiensa:

Mesxaynapoano JlekaperBena popma u KomnuecrBo/
HEHATEHTHO KOJIHYeCTBO HA AKTHBHOTO ; Opoii
HAHMEHOBAHHE BelecTBo i
|
Acetylcystein 10% 3 ml 1000 Gpos
| |
. i
L

Iloxanara ce oTnpaBs /10 BCHUKMH HPUTEXKATEJM HA PaspelieHUe 3a ThProBHS HA eapo ¢
JIEKapCTBEHH NMPOJYKTH, MOJIY4EHO 110 peja Ha ['nasa nesera ot 3JITIXM.

Ha pasrnexnane noaneskar eAMHCTBEHO OepTH, KOUTO ChAbPXKAT CliejiHaTa nudopmauus:

—

Mesxtynapono HenateHTHO HauMeHoBaHKe (INN) Ha aKTHBHOTO BEIIECTBO
2. TbproBeko HAUMEHOBAHME HA JIEKAPCTBEHUS NPOAYKT

3. Bu na JEKapcTBcHaTa (l)opma H KOJIHYUECTBOTO HA aKTHBHOTO BCLICCTBO B 1030Ba €1HHHIA



4. [IpousBouren

S. KosinyectBo B ejiHa onakoska

6. lleHa Ha leKkapcTBEHHS LIPOLYKT

it Cpok 3a qocTaBka

8. Cpok 3a BJIMJHOCT Ha npejocrasenara esosa opepra

* [TbanomolHO 3a nojasade Ha odepra, korato oepraTa ce Nojasa OT yN'bJAHOMOLIEHO JIHLE.

OcrarpyeH CPOK HA I'OJHOCT HA JeKapcTBeHUST npoaykT: KbM jatara Ha W3BbplUBaHe/IIpUEMAHE HA
Jl0cTaBKara, 0CTaBeHHT JIEKAPCTBEH MPOAYKT CJIE/Ba J1a € C 0CTAThYeH CPOK HA I'OJHOCT HE 110-MaJIKO
or 1 /eana / roguna.

Cpoxk 3a npegocrassine Ha opepru: 0o 30.05.2024 2. 6rnouumeno.

IToaasane na opeprn : 10 eIEKTPOHEH T / npy yenosusta v peja va 3EJIEYY / ua :

nparvanova@uhsek.com, npenchev(@uhsek.com. vlalova@uhsek.com. lvasilev@uhsek.com wu
dgrancharova@uhsek.com

Ouenka Ha noay4denure opepru: Komucusita no wi. 4, ain. 1 onpejienena no pejga na Hapenba Ne
10/17.11.2011 r. na M3, u3bupa 3a u3nbiHutes odeprara Ha THPIOBEL HA €APO C JEKapCTBEHH

NPOJYKTH, NIPH YCII0BUATA nocoueHu B wi. 15 6, an. 4 or Hapen6a Ne 10/17.11.2011 r. na M3.

k%% 3Jadenexncka: He ce pasenexcoam ohepmu, noayueHu u3evH onpedeieHus cCpoK Ha HOKaHama.

Yreupawi: p
Mpod. a-p Ne==-— M.H.
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