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PA3JIEJI 11T

Koauuecrso nun o6em (Koraro e npuioxumo)

TTporHo3Ha CTORHOCT
(8 uncpn): 58000 Banyra: BGN

MsicTo na u3BbpImBaHe
"MBAJI-B.TIpecnae" EOOJ , rp.Benukn Ilpecias - Gonxuuna anTexa xox NUTS:
BG333

W3ucKBaHusI 32 M3ITbIHENNE HA IOPbYKATA

YuacTHMUMTE B NyOJMuyHaATa NOKaHa 3a Bb3JlaraHe Ha obmecTBeHaTa
nopBYKa 3aNBIKUTENHO OPepupaT M JOCTABAT paspelleHy 3a ynorpeda
CTOKM Ha TepuTopmaATa Ha Penybamuka Bwiarapms, CbIVIACHO 3akoHa 3a
JIeKapCTBEHUTE MNPOAYKTM B XyMaHHaTa MeauumHa /3JIIXM/, npemnarauure
CTOKM Tpf{éBa a OTrOBapAT Ha BCUYKU [IOCTABEHM 3a TAX MBUCKBAHUA B
TexHMyeckaTa crneumndmraums.

JocrapanuTe cTOKM TpsabBa Oa NPUTEXABAT BCUUKM HeOBXOOUMU
oGo3HaueHNsI, MapKMPOBKM U APYTM HOAHHM, B CHOTBETCTBME C HeiCTBAMOTO
B CTpaHaTa 3aKOHOJATEJCTBO ¥ Na Ca NPUIPYKEHU OT HeoOXOomMMuTe
HAOKYME@HTM, CBIJIACHO M3UCKBAHMATA Ha G’EHFEPCKVITG M CBOTBETHUTE
MEXOYHAPOAHM HOPMM M CTaHOAPTH.

OCTaTBLYHMAT CPOK HA TONHOCT HA NOCTaBAHMTE CTOKM, KBM HaTaTa Ha
nocraBkara Tpabsa na Obnebbre MMHMMyM 75% oT oBGsSBeHMA OT
NpoMsBOOMTEJII HA CTOKaTa BBPXY ONaKOBKaTa .

KoraTo no Bpeme Ha [HOeiiCTBME Ha HOTOBOpa 3a OOWECTBEHA nopwukKa,
IbpXaBHATA PeryJMpaHa lieHa Ha JOTOBOPEH 3a HOCTaBKAa JIEKApCTBEH
NPOOYyKT, BKJIKOYEH B I[OBUTUBHUA JIeKAPCTBEH COMCBK 0O ujx. 262, an.l oT
3JIIXM, cTaHe NO-HMCKA OT NOTOBOPEHATa, BBL3JIOKUTENAT me 3amama
JIeKapCTBEHNSA NPONYKT IO IMO-HMCKATa LigHa, CYMTAHO OT marara Ha
BIM3aHE B CUJIA HAa KOHKPETHOTO pemeHue Ha HaluMOHATHMA CLBET MO LEHU
n peumOypcupaHe. IlocouenuTe B TexHMUecCKaTa crneumduKaumus KOIUYECTBA
Ha CTOKMTE OT MOopbYKaTa Ca OPMEHTUPOBBYHM M MNPOTHOZBHM M He
nopaxnaT 3aIObJIXeHUSA Ha B'BB.TIO?KVITEIIH, npu M3NbBJIHEHMUE Ha norosopa, mna
TY NOpbYa M 3aKyNu B TO3M OOeM.JIOCTABKMTE HAa CTOKM NIPU MUSMBIHEHUE
Ha Joroeopa 3a O6U.IECTBSH3 nopeYKa ca B 3aBUCUMOCT OT KOHKpPEeTHUTE
NOTPeBHOCTN Ha BB3NORUTENA M HANPAaBEHUTE OT HETO MUCMEHM 3asdBKM 3a
mocraska

1. JlexkapCcTBeHUTe NPOOYKTM TpsOBa Oa OTIOBAPAT HA MBMCKBAHMATA Ha
3JIIXM - na npuTexaBaT paspelleHue 3a ynorpeba mum YOOCTOBEpPEeHUe 3a
perncrpauua, mMsnaneHo no pena Ha 3IIXM uau no pema Ha PersjameHT
(EO) W 726/2004 na EBpomnejickua napiaMeHT u Ha CBBETa;

2. JlexapCTBEHMTE MPONYKTM TpsA6Ba Aa Ca C ObPXaBHA perynupaHa LeHa
no pena Ha un.26la, an.l or 3JIMXM, kxosoHa K, Ha IpuinoxeHne N2 oT
TNOBUTUBHUSA JIEKAPCTBEH CIMCHK;

3. JlekapCTBEHUTE NPOLYKTM, CJI€NBA H& Ca OCTOMHOCTEHM NO LEeHM
aKTyanHVM KBM IlaTaTa Ha NOoINaBaHe Ha opepraTa. 3a npemjaraHuTe
JIEKapCTBeHM MNPONYKTM CJI€NBA A ¥Ma YTBBPIAEHM UM PETMCTPUPAHU
npenenHu/Kpaiuu ueHu. IleHaTa He MOxe nma GbIe NO-BMCOKA OT
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