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JI-P TJINHKA KOMUTOB
YIIPABUTEJ HA HAIIUOHAJIHA
3IPABHOOCUI' YPUTEJIHA KACA

KOIIME

pi (o)
NPEJACEJATEJIUTE HA YC HA POK HA B®C

YBAXAEMMU JI-P KOMUTOB,

B Bearapcku ¢apmanesruyer cbio3 /bOC/ mocTsimxa CUrHAIM OTHOCHO H3HCKBAHC HA
HAKOM paifoHHM 3zpaBHoocuryputennu kacu /P3OK/ 3a momHOBsBaHE HA YHOCTOBEPEHHA 32
urencTBo B bwarapckus ¢apmanestuder cbio3 /BOC/ cmopen HamwoHamHus e€ICKTPOHCH
perucThp Ha wieHoBere Ha BOC — OpuruMHal, MOpPaTM M3TEK]IA BAIMIHOCT HA MPEACTABCHUTE
yIOCTOBEPEHHUS.

CBriacso wi.3 oT ,,YCI0BHs U pell 3a CKIIOYBaHE HA JOIOBOPH 32 OTIYCKaHE U 3aIllalliane
Ha JIeKapCTBEHM NPOXYKTH MO WI.262, an.6, 1.1 or 3JIIIXM, Ha MEIMUIMHCKH M3JCIHI M Ha
OUETUYHM XpaHu 3a CICIMaJIHU MEIUIHUHCKH ICJIH, 3alUIallaHyd HalbJIHO MM YacCTUYHO OT
H30K*, 06u. IB,6p.22 ot 22.03.2016r., B cuna ot 01.04.2016r., 3a cKIIIOYBaHE Ha JOTOBOPU C
[IpUTEXATETH HA paspelleH e 3a THPTOBHs Ha APeOHO C IEKapCTBEHN NPOAYKTH HA OCHOBAHNE 1L,
45, an. 15 or 330, xaHAMOATHT [OZaBa 10 IMPEKTOpa Ha P30K 3asBnenue 1mo obpazen. Kum
3asBJEHAETO C€ IIpHjIarar AOKYMEHTH, €IMH OT KOWTO € IUTHPAHOTO MO-TOpEe yAOCTOBEPEHUE.
HamoMmHsiMe, 4e CHIIOTO Ce M37aBa eJHOKPATHO B MOMEHTa Ha CKIIOYBAHC Ha JOTOBOP MEXAY
P30K u mpuTexaTeluTe Ha paspellieHue 3a ThProBHsi Ha IpeOHO ¢ JIEKAapCTBEHU MPOXYKTH —
anTexy. He e He0OX0MMMO B IIpolieca Ha JeHCTBHE Ha JOTOBOPA [a CE MPEICTaBsd HOBO aKTyalHO
yanocToBepenue 3a wieHcTBo B BOC, nonodHa ypenba He € IpeABHIECHA B YCJIOBHATA U pela.
Beska P30K W HeiiHWTe UIHKHOCTHM JMIIa MOrar Ja IpaBAT CIpPaBKH 3a HYICHCTBEHOTO
IPAaBOOTHOLIEHHE Ha MarucThbp-$apMaueBTHTE MO BCAKO BpeMe B HanuoHamHusi €JIeKTPOHEH
perucTsp Ha wieHoBeTe Ha BOC, KOHTO € nyOIMKyBaH Ha MHTepHeT cTpanmiara Ha BOC.
JIOCTBITBT O HETO € HelPeKbcHaT (24/7) 1 MOXe J1a ObJIe HAaIIpaBeHa CIIPaBKa 110 BCSIKO BpEMeE.

EAMHCTBEHO IIPH yBEIOMIIEHHE OT CTpaHa Ha M3IBIHUTEN IO J0roBOpa 3a MpoMsiHa B

IepcoHa/;ia Ha anTeKaTa (BKIIIO‘IBaHe Ha HOBHU Marncmp-(bapmauesm), cjeaBa Ja C€ HU3UCKBa

Crp. 1012

e-mail: office@bphu.bg www.bphu.bg www.bphu.eu www.bphu.org




KbM YBEIOMIIEHHETO Ja Ce IPUJIOKH YI0CcToBepenue 3a wieHcTBo B BOC, n3maneno ot POK na
b@C.

ITo moBOJ ropen3.JI0’kKeH0TO [0 BpeMe Ha JeficTBHe HA J0roBOpa KOHTPOJIHUTE OpraHu
Ha H3OK/P30OK HaMaT 3aib/UKEHHETO [Ja H3BbLPIIBAT INpPOBEepKa Ha [JaBHOCTTAa Ha
yI0CTOBEPEHMATA, KAKTO M Ja HAJAraT CAHKUHMHI IPU U3TEKbJ CPOK OT H3JABAHETO UM.

B B®C mocThIMxa CHUTHAJIM K 3a Hajarase Ha CaHKIMHM II0 IIOBOJ HENONBIBAHE
PEKBU3HTHTE BHB BTOPHS €K3EMILIAP OT pelentypHa 6iaHka oop. M3-H30K. Hanmomusme Bu, ge
cpriacHo wi.35, an.3 or Hapen6a Ne4 ot 04.03.2009r. 3a ycnoBusTa M pefia 3a NPEANMCBAHE U
OTIyCKaHe Ha JIeKapCTBEHH IPOIYKTH:

,.B anTexara ce 3abpiKaT BTOPUAT €K3EMILIAP OT pElenTUTe 00pasel M3 - H30K Ne 5 mo
npuioxenre Ne 6, BTOPUAT €K3EMIULIP OT OTPA3BIMTE Ha pEeLENTypHA Omanka obpazen M3 -
H30K Ne 5A mo mpunoxenue Ne 7 ¥ KOIUS OT MPOTOKosuTe (06paserr 1o MPUIIOKEHHE Ne 8),
YMHTO PEKBH3UTH He ce NMONBJIBAT OT aNTeKaTa W KOHTO Ce ChbXPAaHABAT B aNlTeKaTa eIHa
roJMHA, CIUTAHO OT AAaTATA HA TAXHOTO M3NbJIHEHHE.

Ha ocHoBaHue 1.3, an.2 OT THIOB H0roBop-anTeky 2016r., U3MBIHATENAT CE 3a1bIDKaBa
Ja OTIycKa JeKapCTBEHH IPOAYKTH — HPEAMET Ha J0ToBOpa, IPH Cra3BaHEe pasnopenOuTe Ha
3JIIIXM, Hapen6a Ne 4 ot 2009 r. 3a ycaoBusiTa H pela 3a NpeANUCBaHe H OTHYCKaHE HA
aexapersenn npoxyktn (Hapen6a Ned), Hapen6a Ne 28 ot 9.12.2008 r. 3a ycTpOicTBOTO,
peja M OpraHH3aUMATa HAa paGoraTra Ha aNTeKUTe M HOMEHKIAaTypaTa Ha JIeKapCTBEHHTE
npoxyxtu (Hapenba Ne28) u ykazanusara Ha H30K mo mpunarase ¥ ThIKyBaHe Ha JIOTOBODA,
KOWTO Ce M3TOTBAT CHBMECTHO ¢ npexcraBurenute bOC, onpenenenu 1o pexa Ha 330.

TTo TI0BOX TOPEH3IOKEHOTO, HiMAa OCHOBAHME 3a HajlaraHe Ha CAaHKIHA B ANTEKUTC IO
I0BO HETIOMBJIBAHE PEKBU3UTHUTE BHB BTOPUS €K3EMILIAP OT PELCNTYPHA 6nanka o6p. M3-H30K.

Hait-yuriBo Bu MONEM Ja yBeIOMHTE DaiiOHHHTE 3/PABHOOCHTYPUTCIHHM Kach 3a
CTPUKTHO CITa3BaHe Ha JOTOBOPEHOCTHTE U CBOCBPEMEHHO PaspellaBaHe Ha M3I0XKCHHTE o-rope

l'IpO6J'ICMH C JIOTOBOPHUTE IIapTHHOPH — aIITCKH.
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