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Wax. Ne%@ /4’4 Cochus, /‘7’% IZO’Z,%
JO [NPUTEXATEJIUTE HA
PASPELIEHUE 3A ThbPI'OBUS HA
EAPO C JIEKAPCTBEHH
MNPOAYKTH INOJIYHEHO I10 PEJA
HA I'JIABA JIEBETA OT 3JIIIXM

IIOKAHA

3a nmpejocTaBsiHe HA odepTa 32 JIeKapPCTBEH NPOAYKT, BKJIOUYEH B CIIHCHKA MO0 Y.I.
2664, an. 2 or 3JIIIXM, no pena na Hapeata Ne 10/17.11.2011 r. na M3

Ha ocnoBauue wu. 266a, ar. 5, m. 3 om 3axon 3a iexkapcmeenume NPOOYKMu 6 Xymannamd
Meduyuna, 6ve 6p. c w1, an. 1, m. 2, ya. 3, an. 3, un. 156, an. 1 uun. 156 om Hapeoba Ne 10/17.11.2011
2. Ha Munucmepcmeo na 30paeeonazéanemo

YMBAIJI ,Csera Exarepuna™ EAJl, nybiukyBa Hacrosuiara MOKaHa 3a MpeaoCTaBsHEe Ha
oepTH 3a JIeKapCTBEH MPOJAYKT C MEHLYHAPOHO HENATEHTHO HAMMEHOBAHHUE, BKJIIOUYEH B CIIUCHKA 110
it 266a, an. 2 or 3JITIXM, kakro cnensa:

MezKyHApOHO Jlekapersena dpopma u Kosmmuecrso/ ‘
HeNATEeHTHO KOJIHYECTBO HA AKTHBHOTO opoii
HAHMEHOBAaHHE BeLLECTBO ,
Methylthioninium Methylthioninium Chloride 10 mg in 5 ml 120 Gpos
Chloride Sterile Concentrate for solution for '
injection '

[lokanata ce ornpaBst 10 BCHUKH IPUTEKATENH HA paspellieHME 3a ThProBHS Ha €4po ¢
JIEKApPCTBEHM MPOJIYKTH, [OJIydeHo 1o peaa Ha ['naBa aesera ot 3JIIIXM.

Ha pasrnesxiane noiexar eAMHCTBeHO odepru, KOUTO ChbpiKaT cliejiHata nudopmaius:
1. MexayHapoiaHo HenareHTHo HanmenoBanue (INN) Ha aKTHBHOTO BelecTBO

2. 'I‘"prOBCI(O HAUMECHOBAHHC HaA JICKAPCTBEHHUA [TPOIYKT

3. Bua na JICKapcTBcHarTa (bopma H KOJIHYECTBOTO HA AKTHBHOTO BELIECTBO B 1030B4d €/IMHKULA



4. [IpousBoauren

3. KonuuecTBo B e/lHa O11aKkoBKa

6. LleHa Ha jsieKkapcTBEeHUs HPOAYKT

g Cpoxk 3a jjocTaBka

8. Cpok 3a BaJIMJIHOCT Ha IpejlocraBeHaTa ueHosa odepra

* IIbaHOMOLLHO 3a nojaBaHe Ha ofepra, KoraTto oeprara ce MojAaBa OT YIbjHOMOLIEHO JIHULLE.

Ocrarb4eH CPOK HA IOAHOCT HA JIEKAPCTBEHUAT Npoaykr: KbM jaTata Ha W3BbpLIBAHE/ IpUEMAHE HA
JIOCTABKATA, JIOCTABEHUSAT JIEKAPCTBEH MPOJYKT CJIE/1Ba /Ia € C OCTAThYEH CPOK HA I'OJHOCT HE 10-MaJIKO
or | /fenna / rojuna.

Cpok 3a npeaocrassine Ha oepru: 0o 20.03.2024 2. sxuiouumenno.

ITopaBane na odepru : 10 eaeKTPOHEH BT / 1IpH yenoBusita u peaa Ha 3EJIEYY / na :

nparvanova@uhsek.com u ppd@uhsek.com ;

Ouenka na noay4uennre opepru: Komucusara no wi. 4, an. 1 onpezenena no pexa Ha Hapenba Ne
10/17.11.2011 r. na M3, n30upa 3a usnbianure] odeprara Ha THProBel, HA €JIPO C JIEKAPCTBEHM

NPOIYKTH, IPH YCIIOBUsTA [10codeHH B wi. 15 6, an. 4 ot Hapen6a Ne 10/17.11.2011 r. na M3.

*** 3avenencka: He ce pasenescoam ogepmu, noayueHu u3cbH onpedeenus cpok Ha HOKanama.
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