} M3ITbJIHUTEJIHA ATEHIINS 11O JIEKAPCTBATA

CIIUCBK
! Ha
|
ONyCHATHTE KaHIUIATH 10 Y4acTUE B KOHKYPC 32 IUTBXKHOCT IVIaBeH HHCIEKTOP B OT/IEN ,,
KonTpon u uncneknun™ Ha nupekuus ,, Hanzop Ha na3apa i HHCIIEKIAA

!

. haHKa Hensnkosa [TeeBa
. Jlanmena MertoueBa Becenunosa
}?CHH JlumutpoBa Jlumutposa
eprana Camosa Kamosa
Enn3a6eT JumutpoBa Jlumutposa
. Pymen Unues Pomkos

I

JlomycHATHTe KaHAMIATH /1a ce SBAT 32 pemaBaHe Ha TecT Ha 24.10.2019 r. or 11:00 4., B
crpajata Ha M3nbjiHATEIHA areHIHs 10 JIeKapeTBaTa, yi. “lamsn Ipyes” Ne8, er. 1.

|

I[penopl,‘fmTeJma JHUTepaTypa:
1. |3akoH 3a ABPHKABHHUS CITY>KHTEJL.
2. |3akOH 3a JIeKapCTBEHMTe NPOAYKTH B XyMaHHaTa MeaMuUMHa, I7aBa ocma u [aBa

YeTUpPHHA/IeceTa.

3. | PBKOBOACTBO Ha eBpoMnelcKaTa KOMUCHS 3a 06paTa MPaKTHKa [0 MPOC/eSBaHe Ha JTeKapCTBEHA

\6esonacHoct  (Good pharmacovigilance practices, https:/www.ema.europa.eu/en/human-

regulatory/post-authorisation/pharmacovigilance/good-pharmacovigilance-practices)

4. |PETJIAMEHT 3A U3ITBJIHEHHME (EC) Ne 520/2012 HA KOMUCHUSTA ot 19 1ouu
)2012 roJIMHa OTHOCHO M3BBPINBAHETO Ha JIEHHOCTHTE B 00J1acTTa HA (hapMaKoIOrHyHaTa
\6nurennoct, mpeasuaeHu B Pernmament (EO) Ne 726/2004 na Esponeiickus napiaMeHT
'u Ha CpBera u B [lupextua 2001/83/EO Ha EBponeiickus mapnamenT u Ha ChBeTa

5. |PETJIAMEHT (EO) Ne 726/2004 HA EBPOITEMICKMSA ITAPJIAMEHT U HA CBHBETA ot 31
'MapT 2004 roMHa 32 yCTAHOBSBAaHE HA npouexypu Ha OOLIHOCTTA 3a pa3pelliaBaHe U KOHTPOJI Ha
| IeKapCTBEHH NMPOXYKTH 3@ XyMaHHa M BeTepHHApHA ynoTpeba W 3a ch3aaBaHe Ha EBponeiicka
|areHwys 1o NeKapcTBaTa

6. :3aKOH 3a aJMHHUCTPATHBHUTE HAPYLICHHUS ¥ HAKa3aHHsI.

. |YcTpolicTBeH npaBHIHUK Ha 3MbiHUTENHATA areHI|s 110 JIEKapcTBaTa .
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l
14.10.2019r. IPEACEJATEJ HA KOMUCHSITA /T1/
rp.Cod)mlt MWJIEHA JTEHEBA, IMPEKTOP HA TUPEKIIUS HITA



