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3ANOBEN

.2011r.

sa GnokupaHe W M3TernsHe Ha nekapcTBeHM NPOAYKTM OT MpoussoawTent,
CknagoBe 3a THPFOBWS HA €APO C NeKapcTBeHU MPOAYKTM, anTeku, Aporepui u
neueGHY saBeAeHUs

Ha ocHoBaHMe un. 272, an.1, T4 u 7.6 u an2 ot 3NMXM, Bb8 Bpb3a ¢ ur. 4,
un.5,an. 1, un. 6uun. 15 oT HapeaGa Ne 9 or 23.04.2008r. Ha M3 sa yeosusa i
pofia 3a OnOWApaHe W VSTerfiAHe Ha IEKAPCTBEHM MPOAYKTM, fokasamu
P eenOTRETCTBME C USMCKBAHWATA 33 KAJECTEO, GE30NaCHOCT 1 edpukacHocT /B, 6p
45 or 13052008r/, mucmo ¢ Bx. Ne IAL-15426/08.12.2011 r. or ‘Tesa
GapmacioTuksnc Bunrapua’EOOL U nonyewo cuobluieHite no ccTemara sa 61pso
JBEAOMSABAHE OT KOMMETEHTHW KOHTPONEH Oprar Ha Xonakaus

PA3MNOPEXAAM:

1. “Tesa dapmacioTukenc Buarapus EOOM n “Exodapm” EOOL aa Gnokupar
4 WSTETMAT B CPOK 0 24 YaCA HAMMMHUTE KOMYECTEA OT NIEKAPCTBEHNR NPORYKT
Bleomycine Teva 15 000 1U powder for solution for injection, ¢ nap. Ne D463927 u
para kog 10L13LI C npuTexaren Ha pagpewewsero 3a ynorpeGa ‘Tesa
GapvacioTukenc Bunrapus'EOO/l NOpagu  HECKOTBETCTBUS C WIUCKBAHUATE,
oTHACAWM e KoM I1-pa CTENeH Ha PUCKA OT KNACHGWKBLINATA Ha CTENEHTa Ha puCKa
32 SAPABETO — (AKOHA C MOBALIEH PUCK OT CHYNBAHE M AIAKOHK C Hapywena
LANOCT, NOPaAW (4ACTMHHO) CHYNBaHE Ha CTLKNOTO

2B cpok A0 24 uaca oT nonydasaHe Ha HacToAwaTa sanosen ‘Tesa
apuacioruksnc Bunrapus’ EOO]] - rp. Cocna 1766, . K. “Mnagoct 4, Buswec
Mapk Cocpws, corp. 8 C, er. 7 u “Exopapu’ EOO] - rp.Codus - 1421, parior
Toseney, 6yn "depHu 8pbx” Nel4, 6n.3, napTep Aa Mpeanpuemar wepkate o un 10,
T4 1.2 4T 3 or Hapenba Ne 9 wa M3 v HesaGaso Aa cnipaT npofaxara u
yNOTpEBaTa Ha HANUHATA N1apTUA OT NEKAPCTBEHYA NPOAYKT

3. B cpok A0 5 paGoTHU AW OT MONyaBaHe Ha HACTOAWATA 3anosen
ApyXecTeata A4a W3NPaTAT NPOTOKOMM, KOUTO Aa ChAbpXar [DaHHM 33 BHECEHUTE,
3paINORBANI 1 GTIOKUPAHY KONMYECTBA OT NIEKAPCTEEHNS NPOAYKT
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[image: image2.jpg]4. B cpok no 30 pabotHn AHu “Tesa ®apmacioTukbnc Buarapus’EOO u
“Exocpapm” EOO/] Aa MTErnsiT NekapcTBEHUAT NpoayKT Bleomycine Teva 15 000 IU
powder for solution for injection, ¢ napr. Ne D463927 w mata koa 10L13LI ¢
nputexaten Ha  paspewenueTo 3a ynotpeba “Tesa  dapmacioTUKbNC
Bwnrapus’EOO,

5. B cpok Ao 5 paGoTHM AHM OT NpuKkniuBaHe Ha uaTernsHeto ‘Tesa
®apmaciotukbnc Bunrapua’EOO[] u “Exochapm” EOO[ aa npeacrasst 8 WAN
oBoblyeH Aoknaj 3a pesynTaTUTE OT HEro M NpeanoXeHus 3a nocneasawure
MEpKY, CBbP3aHN C U3TETNEeHNs NeKapCTBeH NPOAYKT.

6. Konue or sanoseata Aa ce wusnpatu Ha “TeBa ®apmacioTUKBIC
Bunrapus’EOO[, n “Exochapm” EOO[. Konue oT HacToswata 3anosej ga ce

v3npat Ha P3W B cTpaHaTta 3a CBEAGHMS 1 OCBLECTBABAHE HA KOHTPON MO A, 9 oT
Hapen6a Ne 9 Ha M3 /1B 6p.45 ot 2008r./.

3a HeM3NMbHEHNE Ha 3aN0BEATa OTOBOPHUTE M@ HOCAT aAMUHUCTPATUBHA
¥ afMWHNCTPATUBHO-HaKa3aTenHa OTrOBOPHOCT cbrnacHo 3MMXM.
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