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J1O NIPUTEXXATEJIMTE HA
PABPELLIEHUE 3A ThbPI'OBUS HA
EJPO C JIEKAPCTBEHH
NMPOAYKTHU INOJYYEHO I10 PEJA

HA I'JIABA IEBETA OT 3JHIXM

ITOKAHA

3a npegocTaBsiHe HA odepTa 32 JieKAPCTBEH NPOAYKT, BKJIOYeH B CNIHCHKA M0
1.
266a, ax. 2 ot 3JIIIXM, no peaa na Hapeada Ne 10/17.11.2011 r. na M3

Ha ocHoBanue ui. 266a, ar. 5, m. 3 om 3axon 3a jexapcmeenunie npooyKniu 6
xymannama meduyuna, 6v6 6p. ¢ wi. 1, ar. 1, m. 2, v 3, an. 3, ua. 156, ar. 1w un 156 om
Hapeota Ne 10/17.11.2011 e. na Munucmepcmeo na 30paseondasanemo

YMBAIJI ,.Ceera Exkarepuna”™ EAJL, nyObiuKkyBa HacTosiuiara nokaHa 3a npeiocTaBsHe
Ha o(epTH 3a JIEKAPCTBEH MPOLYKT € MEKIYyHAPO/IHO HEMATEHTHO HAMMCHOBAHME, BKIIIOYCH B
CrucbKa 1o wi. 266a, an. 2 ot 3JI1IXM, kaxkrto cie/iBa:

ATC . MesKayHApPOAHO JlekapeTBeHna | 0610
HEeNATEeHTHO dopma u NPOrHO3HO |
HAHMEHOBAHHE | KOJMYECTBO HA | KOJIHYECTBO B |
AKTHBHOTO M.
BellecTBO
L01DCO01 Bleomycine powder for solution for 15000 IU
- injection .
|

[TokaHara ce OTHpassi 10 BCHUKH IIPUTEKATE/IN Ha pa3pellieHHe 3a ThproBus Ha €1po €
JIEKapCTBEHH NPOJYKTH, HOJLy4yeHO 1o pena Ha ['asa aesera ot 3JIIIXM.
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Ha pasrieikiaHe M[noaiexar €¢JHHCTBCHO OIIICPTPI. KOHTO OTroBapiaT Ha YCJIOBHATA

[10COYEHH B HACTOAIATA NIOKAaHa A MPHIIOKEHHTE 06[3?:13[.1!4_. KakKTo cjeaBa:

h

3.1

Obexr: Jlocraska.
Ipeamer: W360p Ha M3MbIHATE 33 I0CTABKA HA JIEKAPCTBEHH [IPOJIYKTH, BKIIOUCHH B
CrMChKa 1o wi. 266a, an. 2 or 3JITIXM.

Msicro na mnbanenue: rp. Codus, Oy . Ilenuo Cnaseiiko” No52 A — YMbAJI
..Csera Exarepuna™ EAJL, Bonuuuna anteka, KinHuka 1o OHKOJI0I s,

OcrarbueH CPOK HA TOAHOCT HA JIeKapCTBeHUsT mnpoaykr: Kem jara Ha
M3BbPIIBAHE/IPHEMaHe Ha J0CTABKATa, JJOCTABEHUSAT JICKAPCTBEH IIPOJLYKT ClIe/Ba 1a € ¢

OCTAaThUEH CPOK HA IOAHOCT HE MO-MAJIKO OT 1 /enna/ rojuua.

H3HCKBaHHS KbM ChAbP/RAHHETO HA oeprarTa:

[Iputexkarenure Ha pa3peliCHHE 3a ThPrOBHsA HA €APO C JICKAPCTBEHW NPOYKTH,

nojaBar otbep'raf'crsoﬁoneu TEKCT/ KbM KOSTO ce npunarar CJIeIHUTE JOKYMEHTH.

5.2.

JIHLE,

5.3.
5.4.
3.5,
3.b.
5.7.
5.8.
59.
5.10.
5.11.

6.

[IbnHOMOILHO 3a noaaBaHe Ha odepra, Korato odeprara ce 110/1aBa OT YII'bJIHOMOLLEHO

MesKyHapoIHO HelaTeHTHO HAHMEHOBAHHE HA aKTHBHOTO BELIECTBO;
THproBeko HAMMEHOBAHME HA JIEKAPCTBEHUSI POYKT]

Bu na nexapcrBeHara popMa M KOJIMYECTBO BELIECTBO B /I030Ba €/IMHULA;
Ilpoussoaurel;

KosiuecTBo B €/1Ha OI1aKOBKa,

[lena Ha JlekapCTBEHHSA POJIYKT,

Cpok 3a n1ocTaBka;

CoK Ha BaJMHOCT HA [pejcTaBeHara opepra;

JIpyrst OTHOCHMH JIOKYMEHTH 110 PELeHKa Ha JIMLETO o/1aBaio odpeprara.

Besika ocbep'ra [10 HacToguara IoKaHa, ce rnojasar [0 €JIEKTPOHEH NI'bT B _CPOK 10

29.05.2025 r. BKJIIYHTEIHO.
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6.1.  Odepra. nojaazeHa 10 €JEKTPOHEH BT CJIS/IBA JIa OTrOBApAT HA YCJIOBHATA [TOCOUCHH
B HacTosiata 1oKaHa u 1pH yciosusta W peaa na 3EJIEYY u nojazena ua email:
gkurteva@uhsek.com
kstaneva@uhsek.com
agerasimov@uhsek.com

6.2. *%% Jabenencka: He ce pazenexcoam odepniu, noy4eHu 36 bH onpedeieHus CpoK

HA HOKAHama,

/

YrBbpauyg;




