OBPA3EI M 2
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LII13 - BPAIIA EOO/]
rp. Bpaua, yiu. ,,benacuma” No 1

NPEJJIOXEHHUE 3A U3ITbJIHEHUE HA IIOPBYKATA
(Obocodena nosuyus No 1)

®APKOJI A1, EUK: 102227154, peructpanus o JIC: BG102227154

ChC CelaiuIIe M aaipec Ha ynpasienue. rp. byprac, yi. ,,Can Ctedano* Ne 28,

npencrasisiBaHo or: TAHA MUWHUYEBA BA3OTEBA-Usnwenuurenen Hdupextop u 'EOPI'M IIETKOB
BA3OTEB-IIpencenaren na CJ|

3a ydacTue B IpoIieaypa 3a o0IecTBeHa MopbUuka Upe3 choupane Ha odepTr ¢ 00sBa ¢ IpeIMET:

Jocmaexa na nexapcmeenu npooykmu 3a Hyscoume na L{I13 - Bpaya EOO/] no oge o6ocobenu
nosuyuu’”

YBAXKAEMMU I'OCIIOJA,

CJ'IG,I[ KaTo Ce 3aIl03HaxMe ¢ OOSBIIEHUETO U AOKYMCHTalHUsATa, BKJI. BCUUKU 06pa3u1/1 " YCJIOBHSATA
Ha J0rosopa, mpaByuM CICAHUTC MMPCAJTOKCHUS 3a U3ITBJIHCHUEC HA ITOPBbUKATaA:

ITo 060co0ena mo3umus Ne 1
Homenkaarypu Ne

YYACTUE 3A ON 1 ®APKO/T AL

1 3 4 13 14 15 16 17
18 19 21 22 24 25 27 28
31 33 34 35 38 40 41 42
43 51 52 53 54 56 57 58
60 61 62 63 64 65 66 68
70 71 75 78 83 85 86 88

90 91 92 93 94 95

IIpeanarame ga nocTaBsIMe JIEKapPCTBEHU MPOIYKTH 110 HOMEHKJIATYPH, IOCOYEHHU B [Ipednodicenue 3a
U3NvIHEHUe Ha NoOpbuKama 6 mabauder 6uo 3a obocodena nosuyus Ne 1. nomenxnamypu Ne

YYACTUE 3A OMN 1 ®APKOJ1 AL

1 3 4 13 14 15 16 17
18 19 21 22 24 25 27 28
31 33 34 35 38 40 41 42
43 51 52 53 54 56 57 58
60 61 62 63 64 65 66 68
70 71 75 78 83 85 86 88

90 91 92 93 94 95

HEpa3aAC/IHA YaCT KbM HACTOAIIOTO NPCIIIZKCHUC.



1. JlekapcTBeHUTE NPOAYKTH OTrOBapsT Ha M3MCKBAaHMSTA Ha 3aKOHAa 3a JIEKApCTBEHUTE
OpoaAyKTH B xymaHHarta memuimua (3JIIIXM) — mpurexaBaT BaJuAHO paspelieHHe 3a ynorpeba B
cTpanata, u3aaaeHo o pena Ha 3JIIIXM unu Pernament (EO) Ne 726/2004 r. ma EBponeiickust mapjiaMeHT
u CeBera (wi23, an.l ma 3JIIIXM) u ceprudukar 3a OCBOOOXJaBaHE HA NapTUOA, U3TAJCH OT
kBamudunupano Jmne o 3JIIIXM wu ymocToBepsiBami, Ye IMapTUaTa JIEKAPCTBEH MPOAYKT €
NpOM3BEACHA M KOHTPOJIMpaHa B CHOTBETCTBHME C W3HMCKBAHUATA HA Pa3pelIeHHeTo 3a yrnorpeda 1o
pena Ha 3JIITXM.

2. 3anpKaBaMe ce MpU TOMCKBAaHE OT BB3J0kHUTENs [a mpelacTaBsiMe cepTudukar 3a
0CBOOOXIaBaHE HA MapTHUA, W3AaNeH oT KBanupumupano juine no 3JIIIXM wu ymocroBepsBaii, ue
napTujara JEKapCTBEH MPOAYKT € MPOU3BEJeHA M KOHTPOJIMpPAHA B CHOTBETCTBHUE C HM3UCKBAHUATA Ha
paspernieHueTo 3a yrnorpebda mo pena Ha 3JIIIXM.

4. 1lle ocurypuM B IBJIEH 00eM HEOOXOAMMHUTE KOJIMYECTBA JIEKAPCTBEHU MPOIYKTH, MIPEIAMET
Ha JI0roBOPA, 3a LIeJIUs CPOK Ha J0roBopa.

5. 3agpmkaBame ce, pu OJIOKHpaHE W U3TETIIIHE Ha MAPTUAU OT JICKAPCTBEHH MPOIYKTH IO peaa
Ha Hapenba Ne 9 3a ycnoBusaTta u pena 3a GJIOKMpaHEe M M3TETJISTHE Ha JIEKAPCTBEHH MPOIYKTH, MOKa3aJn
HECHOTBETCTBUE C M3MCKBAHMATA 332 KAY€CTBO, 0€30MaCHOCT U €()UKACHOCT, Ja Bh3CTAHOBSBAME CHITUTE B
OOJHMYHATA anTeKa, KaTo KOJIMYECTBO U BUJ, 3a HAIlla CMETKA.

6. CpoKbT Ha TOJHOCT HA JOCTABCHHUTE JICKAPCTBEHHUTE MPOIYKTH, KOHTO OCTaBa cjell JaTara Ha
MOJTy4aBaHETO UM OT Bb3noxkurens, me 0b1e He mo-Manbk oT 60 % OT 00sIBEHUS OT MPOU3BOJIUTENS KbM
JlaTaTa Ha BCSIKa JJOCTaBKa

7. Beska otaenHa gocTaBKa Ha JIEKapCTBEHH MPOJIYKTH 1€ Ob/ie JocTaBeHa B CPOK 110 24 (nBagecet
¥ 4YeTUPH) Yaca, Clie]l MOoJyyaBaHe Ha MUCMEHA 3asBKa oT Bwinoxwurens, ,,[{[13 - Bpana EOO/L*, na agpec
rp.Bpaua, yn. ,,benacuma” Ne 1.

8. 3BammmkaBame ce, ako odeprara HU ObJE MpHUETA, /1a U3IIBJIHSABAME JOrOBOpA 3a Bb3JIaraHe Ha
oflecTBeHa MOPBHYKA 32 JI0CTaBKa B paMKuTe Ha 12 (1BaHameceT) Mecela OT [OMCBAHE HA JOTOBOPA.

9. 3amo3Hatu cme, 4ye chriiacHo wi. 39, am. 1 or IlpaBmimHuka 3a mpuiaraHe Ha 3akoHa 3a
obmiecrsenute nopwruku (IIII30I1) ¢ mogaBaneTo Ha odepraTa Mo HACTOAIIATa OOIIECTBEHA MOPHYKA Ce
cuuTa, 4€ CC ChbriiacaBaMe C BCUUKHU YCJIOBUA HA BB3JIOKHUTCIIA, B T.4. C OIPCACIICHHUA B JOKYMCHTALIMATA
CPOK Ha BaIMIHOCT Ha odeprata M C MpOEKTa Ha JIOTOBOp, HEpas3lelHa YacT OT JOKYMEHTalusATa 3a
oOliecTBeHaTa NophyKa.

Ilpunosiceno KM npeonoIHceHUECmo 3a U3NbIAHEHUE HA NOPDYKAMA npeocmagiame.

1. HpennoxceHI/Ie 34 UBIMIBJIHCHUC Ha ITOPBUYKATa B Ta0IMYeEH BHUA.
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