JIOTOBOP
NP - M. - I LT03 2016w,

Huec, /Z[) 3 ... 2016 1., B rp. Codust, MEXKIY:

MHUHUCTEPCTBOTO HA 3IPABEOITIA3BAHETO, ¢ azmpec: IP. Codus 1000, nn. ,.Csera
Hemens® Ne 5, ¢ BYJICTAT Ne 000695317, mpencTaBiipano OT A-p [ersp MoCKOB - MUHHCTED H
Mapun Hanbanckum - AMPEKTOp Ha JIMPEKIHA ,OCJIYC”, HapuuyaHo IO-JIONy 32 KPaTKOCT
,»,Bb3JIOXKHUTEJI* ot eqHa cTpaHa

%

L,EfA EHJ I ®APMA BBJTAPHUS®, che cenatile U apec Ha yIPaBICHHE: IP. Cogms 1271,
Oy ,,Poxen Ne24, EMK 131107072, npeacTaBisiBaHo OT Anexcauabp AJIEKCaHIPOB MapuHoB -
M3IBJIHATENCH JUPEKTOP, HAPHYAHO IO-J0J1y 32 KPaTKOCT L,ASIIBJIHUTEJI*,

Ha ocHoBaHue wi. 41 ot 3aKoHa 3a 0OLIECTBEHUTE MOPHIKH H Pemenue NePJI-11-56/22.02.2016 r. Ha
BBH3JIOXXUTEIL 3a knacupaHe Ha yHaCTHHIIUTE 34 ¥360p Ha H3MBJIHHTEN HA OOIIECTBEHA NOPBYKa,
Bp3JIaraHa upe3 OTKpMTa mpoueaypa ¢ MpeaMeT. ,JlocTaBKa Ha JIeKApCTBEHH MNPOAYKTH,
OTHMYCKAHH @O pela Ha Hapen6a N34 or 25.11.2005 r. 32 pena 3a jaljIamane oT
peny0anKancKua Glo/0keT 3a JieYeHHETO Ha GBArapcKH rpaxkIiaHu 3a 3a00/BaHHS H3BHH
ofXBaTa HA 32Tb/UKHTEJIHOTO 3IPABHO OCHTYpsiBaHe, 32 JeWeHHE HA MALMEHTH c¢se CIIUH,
TyOepKyj103a, TICHXHYHH H IOBEACHYCCKH pa3cTpoiicTBa, AbJUKANH Ce HA ynorpe6a Ha
ONHOMIN, CHHIPOM Ha 3aBHCHMOCT 3a 2016 r. ce CKIIIOH HACTOAMMAT JIOTOBOP 34 CJIETHOTO!

I. IPEAMET M CPOK HA 10T OBOPA
1.1. BB3JIOXKHTEJIAT Bw3nara, a M3IMBJHUTEJISAT ce 3anbmokaBa Aa H3BbPIIN
JIOCTaBKa Ha CIIETHUTE JIEKAPCTBEHH NPOAYKTH:

ATAZANAVIR nepopaisa ¢opma 16 524 000 mg

1.2. JIoroBOpHT BiIM3a B CHJIa OT JaTara Ha MOMIMCBAHETO My OT JIBETE CTPaHH U € ChC CPOK
10 28.02.2017 r. Ilo oTHOIEHHE HA ,,Y CIIOBHUS, HAYUH U CPOK Ha IUIama”e®, CPOKbT Ha JCHCTBHUE €
cpriacuo noroopesoro B Pasnen III u Pasnen VII ot HacToALIMS JOTOBOP.

I1. IEHM 1 OBIIA CTOMHOCT HA
JOCTABKHUTE 11O JAOTOBOPA
2.1. llenaTa Ha CTOKHTE IIO 4.1, CHIIIACHO MPEACTABEHO LIEHOBO NPEIIONKEHHE, HepasJeiiHa
yacT OT AOrOBOpa € KaKTO CleaBa:

Reyataz hard, capsules 150 mg x60 0,073339 0,088007 660,05 792,06 |1454222,16

2.2. llenara BKTIOYBAa CTOMHOCTTa Ha CTOKATa, OMAKOBKA, 3aCTpaxoBka H TPAHCHOPT JO
KpalHUTE IOJNydaTeN i /ChOTBETHHTE feueOHH 3aBelCHHA/ P MMHUMAJIEH CPOK Ha FOJHOCT HE TIO-
KpaThK OT 60 /mecTaeceT/ Ha CTO OT oOsIBEHHs OT IPOM3BOIUTEIA KbM JIaTaTa Ha BCAKA I0CTABKa.

2.3. O6mara croiimoct Ha xorosopa ¢ ao 1211851,80 ns. (eAMH MHJIHOH JBECTa H
eIMHA/IECET XWISAAN OCEMCTOTHH METACCET U €TUH JIEB H 80 crorurkm) nesa Ge3 sxmouen JUIC, no
1 454 222,16 8. (€IMH MAIMOH YETHPUCTOTHH METAECET U YCTHPH XHILAIHM ABECTA 1B eT U JBa

nesa 1 16 crotunku), ¢ skmoued JJIC.
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2.4. llenara no forosopa € pukcupana, He MOIIEKH Ha IpOMsHa 32 CPOKa Ha AeHCTBUE Ha
JOroBOpa, OCBEH B CIIy4aHuTe Ha Wl 43, an. 2 ot 30II. B ciydai, e npe3 BpeMETO Ha JelicTBUE Ha
JIOTOBOpa CTOWHOCTTA, KOATO CleiBa Aa ce 3alalia ¢ nmyOnMYHA CpEiCTBA HA JIEKApPCTBCHH
npoayktd OT [IlO3MTHBHHS JIEKapCTBEH  CIHCEK cTaHe TIO-HHUCKa OT JIOTOBOPEHATa,
BB3JIOXUTEJIST 6e3yclaoBHO 3aIljalla JeKapCTBEHUTE MPOAYKTH Ha MO-HHCKATa IEHa, OT Jarara
Ha BIM3aHe B CWJIA Ha KOHKPETHOTO PELICHUE Ha HCHPJIII.

I1L. YCJIOBUS 1 HAYHMH HA IIJIAIIIAHE

3.1. TlnamaseTo MO HACTOSALINS JOTOBOP C€ OCBHIIECTBABA YpE3 GaHKOB IIPEBOJ OT CTpaHa Ha
BBL3JIOXKUTEJIS no nocoyenara B wi. 15.3. 6aHKoBa CMETKa Ha M3INBJIHUTEJLA.

3.2. 3arUIalaHeTo Ha CTOKHTE TI0 JOTOBOpPA Ce H3BBPIIBA OTIOXKEHO B CPOK 10 30 /Tpupecer/
JIHM, CJIEJL IPEACTaBsIHE Ha CJICAHUTE JOKYMEHTH!

1) JHocraBHa daxTypa, CbCTaBeHa CBIJIACHO mauckpanusta Ha 3JUIC u THIIBUIC -

opurdHai U 2 /asa/ 6pos 3aBEPEHA KON,

2) IlpuemarenHo-TpeJaBaTelHA [POTOKOJIM, IO obpazery Ha MwuHHMCTEPCTBOTO Ha

3[paBeoNna3BaHeTo;

3) O600LIeH ONMKAC Ha IPOTOKOHUTE - 3 /tpu/ 6pos;

4) Ilucmenu 3asBKU-pa3NpeacIICHus, H3TOTBEHH oT MHHHCTEPCTBOTO  HA

3[paBEONa3BAHETO U 3aBEPEHU OT KpaHHUTE MOTyHaTelH;

5)  Cepruduxar 3a 0CBOOOXKIABaHE HA BCAKA NAPTHNIA, U3/ACH oT KBa(pumpaHo Juue

o 3JIIIXM — 3asepero ot U3ITBJIHATEJLA konue, B PEBOA HA OBIrapCKH €3HMK OT
$upMa, CKIIOYHIA JOTOBOp ¢ MUHMCTEPCTBO HA BLHIIHHUTC paboTH 32 U3BBPIIBAHE HA
ouHManHy NPEBOIH.

W36poeHuTe NOKYMEHTH Ce IpPEJICTaBAT B JENOBOACTBOTO Ha MHUHHCTEPCTBO Ha
3[[paBEONA3BaHETO, KIACUpaHW M NPHKAICHH B Mallka. B mamkara ce mpuiara IIMCMO C ONHC Ha
CHIBPIKALIMTE C€ B HEsl JIOKYMEHTH, KaTO 3a/Ib/DKHTENHO CC N0COHBaT HoMepara, jarute u 6pos Ha
IIPUIIOXKEHATE JOKYMEHTH OT BCEKH BUI.

3.3. B cayuaii, 4¢ IIOCOYEHHTE B UL 3.2. IOKYMEHTH Ca HEpelIOBHH WM HE Ca
KOMILIEKTOBAHH, CHIUTE C€ BPHIIAT HA U3ITBJIHUTEJLS ¢ npreMaTeHo - IPEeAaBaTe/ICH IPOTOKOI
3a u3MpaBsAHe Ha HepeaHocTuTe. CPOKBT 1O L. 3.2. 3armouBa Ja Teye OT JaTara Ha MpeACTaBIHCTO Ha
MOCJICAHHS H3HCKYEM C€ JOKYMEHT.

IV. CPOK HA JOCTABSHE

4.1. CIIMH u Ty6epkyno3a

Besika OTJeNHA AOCTaBKa, MpeJMET Ha HAaCTOALIMS JOroBop, CilclBa Nd Oble JOCTaBeHa B
cpok 10 10 (mecer) paGOTHH JTHH ClIE] MOMYyHaBaHE Ha 3asBKaTa-pasnpeieicHHe OT BB3JIOXKHTENS H
3a KOJNHMYECTBATA, TOYHO OIpENeJeHH B 3asBKaTa. 3asBKaTa-pasHpeficiCHHC C€ perucTpupa ¢
M3XOMSAII HOMEpP OT JENOBOJCTBOTO H Ce BPbUBAa OT €KCNEPT OT OTACH ,,JJEKAPCTBEHH IPOIXYKTH,
MEMIMACKHA M3/€/Hs H KOMHCHA Ha IMpPeKuus ,,JlekapcTeeHa HOJUTHKA® JIAYHO Cpelly MOAHC Ha
IpeJCTABUTE] HA M3IBIHATENS MO JOTOBOpA HIHM CC M3Npaiia € Ipenopb4aHo MHCMO ¢ ofpatHa
pa3mucKa, Mo (akc HIM MO eJNEKTPOHEH BT IPH yCIOBMATA M 110 pena Ha 3aKoHa 3a €IEeKTPOHHHM
JIOKYMEHT U €IEKTPOHHHUS NO/IIHC.

4.2. TIcHXWYHM M _TOBEJCHYECKH PA3CTPOMCTBA, JBIDKAINM CE HA ynorpeba Ha ONHWOWJIH,
CHHPOM Ha 3aBHCHMOCT

[IspBaTa JOCTaBKa OT JByMECedyHaTa 3ajdBKa - paslpe/C/IeHHe Ce W3MBIHABA B CPOK 10 4
/uetnpy/ pabOTHM [HM CIEI MONyYaBaHE Ha 3ajdBKa -pasNpeiC/ICHHC OT BB3JIOXKHUTENA M 3a
KONMYeCTBa, ONpeesienn 3a 1 /eqHa/ ceaqMmIla, ChriacHO CeIMMYHHALA rpa¢uK KbM 3asBKaTa.

Besika cie/Balia execeAMHdHa JOCTaBKa B PaMKHMTE Ha 3ajBKaTa Ce H3IbIHABA Ha 7-MusT
JcexMusT/ JEH OT TOCNTENHATA IOCTaBKa, B CHOTBETCTBHE C W3UCKBaHWATA Ha *LI. 13, an. 2 or
Hapen6a Ne 2 ot 20.06.2012 r. 3a ycnoBuATa U pelia 3a OCBINIECTBsIBAHE Ha MPOTrPaMH 3a JICHEHHE C
ArOHHCTH M arOHUCTH-aHTATOHHCTH HA JIMIA, 33aBUCHMH KbM OIHOH/IH. 3asBKaTa-pas3npesicicHle ce
PETHCTPHpa C M3XOAAIL HOMEpP OT JAENOBOJICTBOTO ¥ CE BpBHBa OT eKCrepT OT OTHeN ,,JIeKapCTBeHH
NPOIYKTH, MEIUIIMHCKA W3 H KOMHMCHHK® Ha QUPEKIHs ,,JlekapcTBeHa MOIUTHKA™ JHIHP CPeIy
TOJIMAC Ha NPE/ICTABATEN Ha M3MBIHHTENA MO A0T0OBOPa MM CC u3Ipama ¢ npenopyan
obpaTHa pasmucka, No Qaxc Wi No €NCKTPOHCH IBT IIPH YCIIOBHUSATA M MO Pen
eeKTPOHHHUS JOKYMEHT M €JICKTPOHHHUS MOANHC.




4.3. V3IIBJIHUTEJIST ce 3ambikaBa, B CPOK 1O JBa [IHHM NpEAH BCKA JIOCTaBKa Jia
yBEIOMH HHCMEHO WM IO daxc BB3JIOXKUTEJS 3a u3pbpuiBaHe Ha OCTABKHTE Ha CTOKHTE,
MpeAMET Ha HACTOALIUS JOrOBOD. IIpu HEBB3MOXHOCT 3a U3BBPIIBAHE HA [OCTABKMTE Ha CTOKHTE
IIpeJIMET Ha HACTOSLIMSA OTOBOP Ja YBEAOMH MHCMEHO MK ITO daxc BH3JIOXKHTEJLA.

4.4. 3a KONMYECTBA JOCTABEHH H3BBH 3afdBKaTa - PaslpelesicHHE IO . 4.1. u ar 4.2,
BBH3JIOXUTEJIAT HaMma 3aab/DKEHHE 3a IUIALIAHC.

4.5. JIocTaBSHETO Ha CTOKH 6€3 3asBKH - pa3sNPE/C/ICHAA € JOIyCTHMO €caMo0 B U3KIIIOUYHTCITHU
cllyuad, 3acTpallaBalld JKABOTa H 3[APAaBETO HA TPKIAHUTIC H clel H3PHYHO ITMCMEHO
IOTBBPX/IEHHE OT CTPAHA HA MUHUCTBPA MM CBOTBETHHS peCOpEH 3aMECTHHK — MUHHUCTHP.

4.6. B cnygaure mo wi. 10.2. oT norosopa, CpoKsT IO "I 4.1. u 4.2. 3amouBa Ja Te4e OT
JaTaTa Ha MMCMEHOTO ChIyIacue Ha BB3JIOXKUTEJIA.

V. MSCTO HA TOCTABSIHE

5.1. MscTo Ha 10CTaBsHe:

5.1.1. 3a MSCTO Ha AOCTABSHE HA JEKAapCTBEHM NPOIYKTH 32 JEJCHUC HA MAUHCHTH CBC
CIIVH ce onpenensat KpaiHUTE MOIy4aTelM, ChIIaCHO Tpunoxenue Ne 1a — CuChK Ha KpaHHHTE
TI0JIyHaTeNH Ha JIEKapCTBEHH MPOMYKTH 32 JICYCHHE Ha MAIMEHTH CBC CIIWH npe3 2016 T.

5.1.2. 3a MACTO Ha JOCTaBsSHE Ha JIEKapCTBEHHTE MPOJAYKTH 3a JICUCHHE Ha Ty6epKynosa ce
OnpeaenaT KpaiHHTE MOTy4aTelH, ChrIIacHo Mpunoxenne Ne 16 - Cnuchk Ha KpafHHTE NOJTyYaTeM
Ha JIeKapcTBEHH MPOIYKTH 32 JIEUCHHE Ha TIAIUEHTH C TybepKyo3a npe3 2016 r.

5.1.3. 3a MSCTO Ha JOCTABSHE HA JIEKAPCTBEHHTE NMPOAYKTH 32 JICYCHHE HA MALMEHTH €
[ICHXHYHA M NOBCIEHYECKH PasCTPOMCTBA, AbJDKALM CE HA YNOTpeOa Ha OMMOMIM, CHHIPOM Ha
3aBMCHUMOCT CE OMpeAeNAT KpalHUTEe OTy4aTeH — jJeueOHM 3aBEeICHUSA, MOTY4YHIM pa3peIleHue 3a
JleueHHe ¢ ArOHMCTH M ArOHHCTH-aHTATOHHCTH HA JIMI@, 3aBHCHMH KbM OIHOMIM IO peia Ha
Hapen6a Ne 2 ot 20.06.2012 r. 32 ycoBHATa M Pea 32 OCHUICCTBABAHE HA [porpamu 3a JICUCHHe ¢
ArOHUCTH ¥ AroHHWCTM-aHTaroHHCTH Ha JMIA, 3aBHCHMH KBM OIHOHMIH / obn., [IB, 6p. 49 ot
29.06.2012 r./, ceraacHo Ilpunoxenue Ne 1B.

5.2. PHCKBT OT CIy4alHOTO IOrMBaHE HIM MOBPEXJaHEe HA CTOKMTE MpEMHHABa BBPXY
BBH3JIOXUTEJISI oT MOMEHTa Ha NMPHUEMAHETO MM Ha MACTOTO Ha JOCTaBiHE C IPHEMATCIHO-
npeaaBaTeeH MPOTOKOIL.

VL. IATA HA TOCTABSIHE HA CTOKHTE
6. 3a maTa Ha JOCTaBsHE Ce CYMTA JaTara, Ha KOATO CTOKHTE Ca AOCTABCHH IO KpaiHuTe
[IOJTydaTeNH, TIPH YCIOBHATA Ha WI. 9.2.

VII . 3ATBJOKEHHS HA M3ITBJIHUTEJIS

7. UBIIBJIHUTEJIAT ce 3anpmkaBa:

7.1. Jla JoCcTaBH CTOKHTE B IOTOBOPEHHUS CPOK H Jia T'M NpeJajie Ha KpaifHUTE NONy4aTeNH.

7.2. Jla mpenaje CTOKHTE, MAKeTHPaHW ¥ MapKHpaHH B CHOTBETHHS BHUI, KOJIMHECTBO 7|
Ka4ecTBO Ha MICTOTO Ha JIOCTaBsHE.

7.3. Ilpx NOANHCBAHETO Ha IOrOBOPA A NPEICTaBH:

a) nokymenTn no wi. 47, ax. 10 ot 3011 n3nanenn oT KOMICTCHTHATE OPraHH,

6) rapaHuMs 3a U3MBIHEHHE, B e1HA OT HOPMHTE, ONPENECICHN B L. 60 ot 30Il, kodaro ce
ocBoGoxKIaBa 10 30 IHH ciIe] NPUKTIOYBAHE M3ITBIHEHHETO Ha 0roBopa. I'apaHiusTa € B pasMep Ha
5 9% oT cToiiHOCTTa Ha noroopa 6e3 JIJIC u Bb31u3a Ha 60 592,59 nesa.

7.4. Jla mocTaBs JIEKApCTBEHH NPOAYKTH, KOMTO OTTOBApAT HA M3HCKBAHMATA HA 3akoHa 3a
JIEKApCTBEHUTE MPOTYKTH B XyMaHHaTa MEIULIMHA (3JITIXM) — npHApYKEHH C BAMIHO Pa3peIICHAC
3a ynotpeba B cTpaHara, M3[aJeHO MO peja Ha 3JIIIXM wau Pernament (EO) Ne 726/2004 r. Ha
Esponeiickus napnamedT u Ceppera /4i. 23, an.l Ha 3JIITXM/. B cny4ait Ha H3THYaHE HA CpPOKa Ha
paspemieHHeTO 3a YNmoTpeba Ha JICKapCTBEH NPOAYKT Hpe3 2016 r., yJacTHHUKBT JEKIapHpa B
CBOTBETCTBHE ¢ Wi. 55, ai. 6 ot 3JIIIXM, ye KkonuYecTBaTa 3a JJeKapCTBEHUA MPOAYKT 9a HAJIWHH.
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VIIL 3AABJIKEHUS HA BBb3JIOXKUTEJIA
8. BB3JIOXKUTEJIAT ce 3anbkaBa:
8.1. Jla mpueMe TOCTaBEHHTE B CPOK M Ha MACTO CTOKH, CBHOTBETCTBAIIH MO BHJ, KOJINIECTBO
M KauecTBO Ha ONMCAHOTO B HACTOSALIHUSA OTOBOD.
8.2. Jla 3am1aTi AOCTABEHHTE CTOKH 10 pe/ia Ha . 3.1., 3.2. u 3.3. OT HACTOSALIHS JOTOBOP.
8.3. Crex NPHKTIOYBAaHE M3IBIHEHHETO Ha J0roBopa Aa ocBOOOIM TrapaHIuiaTa 32
W3TBIHEHHe, 6e3 2 IHIDKM JIMXBH 33 CPOKa, pe3 KOHTO CpecTBaTa 3aKOHHO ca MpecTosNy y Hero.

IX. TIPUEMAHE U IIPEJJABAHE HA CTOKHTE
9.1. [IpueMaHeTo Ha CTOKHMTE CE M3BBPIIBA Ha MACTOTO Ha JOCTAaBSHE OT MPEACTaBUTEN Ha
KpaifHHUTE MOJTy4YaTesH.
9.2. M3II'HJIHUTEJIST 1 npeactaBATeN HA KPaHHUTE MOJTy4aTed MOANNCEAT mpueMaTeHoO-
npeJaBaTeleH IPOTOKOJ, yAOCTOBEPABALI MOTYIABAHETO Ha CTOKHTE.

X. TAPAHIIMHY ¥ CPOK HA TOAHOCT

10.1. KbM faTaTa Ha OCTABKAaTa, OCTATHYHMAT CPOK HAa IOJHOCT Ha CTOKHUTC mpeaMeT Ha
HACTOSAIMS JOTOBOP, cleABa Ja Obie HE MO - MalbK OT 60 /mectaecer/ Ha CTO OT OOABEHWS OT
IPOM3BOAMTE/IS KbM JIaTaTa Ha BCAKa OCTaBKa.

B ciyuaii Ha 0CTaBKa Ha JIEKapCTBEHHS MPOAYKT C MO - KpaTek OT JIOrOBOPEHHMS CPOK Ha
romuoct, U3ITBJIHUTEIAT aemxu HEYCTOlKa, KaKTO cleBa:

oT 59,99% no 50% - 20 % BBPXy CTOHHOCTTA Ha IOCTABKATA,
oT 49,99% no 40% - 30 % BBPXY CTOAHOCTTA Ha IOCTABKATA,
oT 39,99% mo 30% - 60 % BBPXy CTOHHOCTTA Ha IOCTABKATA,
oT 29,99% mo 20% - 75 % BBPXY CTOAHOCTTA Ha I0CTABKATA,
- noa 20% - 90 % BBppXy CTOMHOCTTA Ha OCTaBKAaTa.

10.2. JloctapKaTa Ha JIEKapcCTBEH IPOJYKT C OCTATHHCH CPOK Ha roiHocT no-manbk ot 30 Ha
CTO OT OGSBEHHS OT MPOH3BOIMTENS CE H3BBPIUIBA CaMO C MMCMEHO CBIIACHE Ha BB3JIOXKUTEJLA
3a KOHKDETHO KOJHYECTBO, ONPENENICHO OT HETO. be3 wW3puuYHO TNHCMEHO ChIJIaCHE Ha
BB3JIOXUTEJIS croxute HsaMa Aa ObaaT 3amiamaHu. HckaHeTo 3a MHUCMEHO ChIJIache ClelBa Ja
mocTbid B aenosoacTBotTo Ha BB3JIOXWTEJIA B cpok a0 3 (Tpm) OHH OT NOJTy4aBaHe Ha 3adBKaTa-
pasnpenesieHue.

10.3. BB3JIOKUTEJIST Moxe Ia OTKaxe NPHEMAHETO Ha CTOKMTE, aKo B JICH: Ha TAXHOTO
TIPUCTHTaHe WIA I[PHEMAHe OCTAThYHUA CPOK Ha FOAHOCT € 110 — MaTbK OT onpezeienus B 9. 10.2.
MHHUMAaJIEH CPOK Ha I'OJHOCT.

10.4. B ciyyaii Ha Ge3MIAaTHO JOCTAaBSHE HA HAKOM OT CTOKHTE IO JIOTOBOPA, CBITIACHO
JOTOBOPEHOTO € UBITHJIHUTEJIS], chmmre cieJBa Oa OTroBapaT Ha IOCOYCHHTE OT
BB3JIOXKUTEJIS u3KkcKBaHMs, OTHOCHO CPOK Ha FOJHOCT M CPOK Ha JI0CTaBkKa, B CBHOTBETCTBHE C
touxd 4.1.,4.2. 1 10.1.

XI. OTTOBOPHOCT 3A HETOYHO H3IIbJIHEHHE. PEKJIAMAIINHA

11.1. BB3JIOXXUTEJIAT Moxe na npeasBsBa peKiamMaiuy mpea W3I'BJIHUTEJIA 3a:

a) KOJMYECTBO M HEKOMILIEKTHOCT HA CTOKMTE WM TEXHMECKaTa JOKyMeHTanus (SBHH
HEIOCTaThLH);

6) KauecTBO (CKPHUTH HENOCTAThIH):

- [IPH JIOCTaBSHE Ha CTOKH HE OT JOTOBOPEHHS BHJL, IOCOUCH B L. 1

- IpH KOHCTaTHPaHe Ha Ae(eKTH NpH ynotpeba Ha CTOKHTE.

11.2. PexyiaManuy 3a SBHM HEJOCTaThbIM Ha CTOKHMTE C€ NPABAT OT BB3JIOXUTEJLSA, upes
KpaliHUTe MOJy4aTe/ M Ha CTOKMTS, B MOMEHTA Ha NPENaBaHeTo UM, 3a KOETO C€ CHCTaBs IIPOTOKOJL,
TNOJIMCAH ¥ OT JBETE CTPaHH.

11.3. Pexiamanuy 3a CKPHTH HENOCTAaThIM CE MpaBsT Mpe3 LEIUs CPOK HA TONHOCT Ha
JIOCTABEHUTE CTOKHM, KaTO PEK/IaMalMATa ce MPHAPYKaBa 3ab/DKHTENHO OT KOHCTATHBCH MIPOTOKOII,
u3naneH oT M3mpiHuTeTHaTa areHIUs 3a JIeKapcTBaTa.

11.4. BDB3JIOKUTENST e amexen na yeenomu mmemeno M3ITb (B 3a
yctaHoBenuTe aedexta B 15 (meTHazECET) AHEBEH CPOK OT KOHCTATHPAHETO HM.



11.5. B pexiaMarnuTe ce nocousa HOMEphT Ha JIOTOBOPA, TOYHOTO KOJIMYECTBO HA MOy CHUTE
CTOKM ¢ TeXHHMS TapTHASH HOMep, OCHOBAHHETO 32 peKnamari H KOHKPETHOTO HMCKaHe Ha
BB3JIOXUTEJIA.

11.6. B 10 (mecer) AHEBEH CPOK OT MOJIyaBaHC HA pexylamManusTa, N3ITBJIHUTEJIAT crnenBa
na orrosopu Ha BB3JIOXMTEILA nucMeno u KOHKDETHO Iy IIpHeMa peKiamaiusra Wik 5
OTXBBPJIA.

11.7. Ilpu pexiamaliusi 3a SBHH HEOCTAThIN U3IIBJIHUTEJSAT e nrbKeH B €AHOMECCUCH
CpPOK OT TIOTy4aBaHe Ha peKiaManusTa 3a CBOs CMeTKa H PHCK [a JOCTaBH Ha MSCTOTO HA JOCTaBAHE
KOJIMUECTBOTO JIMIICBAIIH B JOCTABKATA / HEKOMILIEKTHHA JOTOBOPEHH CTOKH.

11.8. Tlpu pexsamMaitusi 3a CKPHTH HEAOCTATBLH U3ITBJIHUTEJIST e nibxeH B €AHOMECEHEH
CPOK OT HOJIY4aBaHETO i Ja 3aMEHH JOCTABCHUTE HEIOTOBOPEHH MO BAJ / 1eEKTHU CTOKHM 32 CBOA
CMETKa M PHCK HJIM IO MPELCHKA Ha BB3JIOXKUTEJIS na BopHe CHOTBETHATA YaCT OT 3aIjlaTCHaTa
[IeHa, BEJHO C ABDKUMHUTE JTUXBH.

11.9. 360pbT Ha TOCOMEHHUTE MO-rOPe BBH3MOXHOCTH Na C€ BLDHE CBHOTBETHATA 4acT OT
[UIATEHOTO HJIM [a C€ AOCTABAT HOBHM CTOKH NPHHAMICKH Ha BB3JIOXKUTEJLS u ce ynpaxHssa OT
Hero noj ¢opmaTa Ha MUCMEHO YBEIOMIICHHE 110 M3ITBJIHUTEJIS, kaTo pa3XxoauTe U PUCKOBETE T10
HOBOTO JOCTaBsiHe ca 3a cMeTka Ha M3ITBJIHUTEJLA.

11.10. PexiaMHpaHUTE CTOKH CE ChXPaHABAT OT CHOTBETHUA KpacH foJydares 40 ypexIaHe
Ha peKIaMalfKTe.

XI1. OTTOBOPHOCT INPU HEN3IbJIHEHHUE

12.1. 3a HeH3ILIHEHHE HA 3a[b/DKCHUATA CH 10 HACTOALINS 0r0OBOp € W3KJIIOYEHUE Ha TE3U
mo T. 10.2. u 1. 10.3., UIIBJIHUTEJIAT awmku HeycTolika B pasmep Ha 0.7% Ha I€H BBDXY
CTOHHOCTTA HA HEH3IIBIHEHOTO B JIOTOBOPEHHTE CPOKOBE 3aIb/DKCHHIE, HO HE TIOBEHE OT 10% (zecer
[[pOLIEHTa) OT CTOMHOCTTa HA HEHM3NBJIHCHHCTO, KaKTO H obe3meTeHye 3a MNPETHPICHHUTE
JeHCTBUTENHN BPEH B CIIyYanTe, KOTaTo T¢ HaAXBbpILIT J10TOBOpEHaTa HEYCTOMKA.

12.2. Koraro 1Ipy HUIMYHME Ha peKamManui, MN3ITBJIHUTEJISAT He u3nbiIHH 3abJDKCHAATA CH
o paszaen XI oT HacTosALMs JOTOBOP B CPOK, CHINHAT aemxu Ha BB3JIOXKUTEJISA neycToiika B
pasmep Ha 2 % OT IIeHaTa Ha CTOKHMTE, 3a KOMTO Ca HarpaBeHH peKJIaMaluuUTe.

12.3. BB3JIOXKUTEJIAT ynosieTBOpsiBa MPETEHIMHTE CH OTHOCHO HEU3IIBIHCHUETO HAa
JOrOBOpa, KakTO H 3a 3alljialllaHe Ha HEYCTOUMKUTE OT CTpaHa Ha W3ITBJIHUTEJIS karo 3aabspika
rapaHiigaTa 3a U3I'BJIHCHUE O WI. 7.3, 6ykBa “06” oT HOroBOpA.

12.4. Tlpu BuHOBHA 3a0aBa Ha W3ITBJIHUTEJLS, npoabikuia ¢ MOBEYE OT MOI0BUHATA OT
CpOKa 3a M3IBIHEHHE Ha CHOTBETHOTO 3a[B/IKEHME, BB3JIOXUTEJIAT uma npaBo Aa pasBalld
JOTOBOPA €HOCTPAHHO C 15-qHEBHO NPEAN3BECTHE.

12.5. BB3JIOXXUTEJIAT uma npaBo JAa IpeKpaTH C€IHOCTPAaHHO H 0e3 mpeIu3BECTHE
HACTOSIMS JOTOBOp B Ciydail Ha CHCTEMHO HETOYHO M3NBIHCHHE  Ha 3aIbJDKEHUATa OT
U3ITHJIHUTEJIS 1 npensBeHU oBeYe OT TPH peKiiaMaliiy OT BB3JIOXUTEJA o pazaen XI.

12.6. B ciyuaid, ye 110 OTHOLICHHE Ha M3ITJIHUTEJIS HacThsT 06CcTOATENCTBATA 1O Y. 47
oT 3akoHa 3a obmectBernte nopbuku, BB3JIOXKWUTEJST uma mipao Aa npexparH €THOCTPaHHO
HACTOSIIIHS JIOTOBOP, 6e3 MHCMEHO PEIN3BECTHE U Oe3 1a NbIDKH HEYCTOHKH.

XIII. POPCMAXKOPHHA OBCTOSTEJICTBA

13.1. CTpanuTe 10 HACTOAIIMS JOTOBOP HE IbJDKAT obe3IeTeHne 3a HIOHECEHH BPEIH U 3aryou,
aKo MOCJIEIHUTE ca IPUIWHEHH B PE3YJITAT Ha HENPEOAOIHMa CHIIa.

13.2. AKO CTpaHaTa, KOSTO € CJIEJBANIO [1a H3MBJIHK CBOC 3aB/DKEHHUE 110 Jorosopa € 6mia B
3a6aBa, T4 HE MOXeE Jla CE II030BaBa Ha HEMPeOoJ0IMMa CHIIA.

13.3. “Henpeomonmma cuiaa” MO CMHChJa Ha TO3M JOrOBOp € HENpeJBUACHO H/HIIH
HENpeJOTBPATHMO CHOMTHE OT H3BBHPE/ICH XapaKTep, BE3HUKHAIO CIIC/ CKJIFOYBAHETO Ha JOroBOpa.

13.4. Crpanara, 3acerHara OT HENpEOJOIMMa CHia, € JUIbXKHA Ja npeanprueMe BCHYKH
JeHCTBHS ¢ TPHKATa Ha Jo6bp CTONAHMH, 32 Ja HaMAJTH JIO MMHHMYM NOHECEHUTE BPE/IH u 3aryomu,
KaKTo ® Ja YBEIOMH MNHCMEHO Jpyrara cTpaHa B 7-AHEBEH CPOK OT HACTHIIBAHETO Ha
HenpeogonuMaTa cuia. [Ipn HEYBEAOMSBAHE CE JB/DKH obe3ieTeHHe 3a HACTBIMIKTE OT TOBA
Bpeu. Henpeonomimara cuiia ce I0Ka3Ba OT 3acernarara CTpaHa che cepruduxar 3a GopcMaxop,



W3najeH [0 CHOTBETHHS pel OT KOMICTCHTHHS OpraH B AbpXapara, B KOSITO Ca HAaCTBIMIA
dopcMaxxopHHTE OOCTOATENCTBA.

13.5. JlokaTo Tpae HEMPEONOTHMATA CHIIA, H3IBJIHCHHETO Ha 3a/Ib/DKEHIATA 1 CBBP3aHHUTE C
TSX HACPEUIHH 3aAbDKEHHs Ce CIIUpa.

13.6. He npencrapissa “HempeofoaHMa cuna” chOMTHE, NPHYMHEHO MO HEOPEXHOCT UM
upe3 YMHIUIEHO JEHCTBHEC Ha HAKOA OT CTPAHHTC MM TEXHH TPEICTABATENN W/HIM CITYXHTEIH,
KaKTO M HEJJOCTHIa Ha Mapu4HH CPe/ICTBA HA BBH3JIOXKUTEJLA.

XIV. CITOPOBE

14.1. Bb3HMKHATATE Ipe3 BPEMETPAacHeTO Ha [OrOBOpa CIIOPOBE M PasHOIIACHS MEXIY
CTpaHHTE Ce PellaBaT 4Ype3 MPErOBOPH MEXIY TAX. [locTHTHATHTE JOTOBOPEHOCTH ce OQOpMSAT B
nucMeHa popMa U ce NPEeBPBIIAT B HEpa3/Ie/iHa 4acT OT A0roBopa.

14.2. B ciaydaii Ha HENOCTHTaHE HA JOTOBOPEHOCT MO MPEAXOMHMS ICH, BCHYKH CIIOPOBE,
TOPOJIEHH OT TO3H JIOTOBOP HJIM OTHACAIIN CE€ JI0 HETO, BKIIOTHTEIHO CIIOPOBETE, IOPOJACHHU OT WIH
OTHACAINH C€ 1O HErOBOTO THIKyBaHE, HEJEHCTBUTENHOCT, HEH3NBIHCHHE MM NPEKpaTABaHCe LiC
6BIaT paspellaBaHH CIIOpe] OBIrapcKuTe MaTepPHATHH M MPOUECYATHH 3aKOHM OT KOMIICTEHTHHS
cpa o pena Ha I'TIK.

XV. CbOBLIEHMA

15.1. Beuuky chOBIIEHHs MEXAY CTPaHHTE, CBhP3aHH C H3MBIHEHMETO HA TO3M JOTOBOp ca
BaIHIHM, aKO ca HampaBeHH B nucMeHa ¢opmMa W ca IOAMHMCAHH OT YITBTHOMOIIEHUTE
npencraputeny Ha U3ITBJIHATEI niu BB3JIOXKUTEJILA.

15.2. 3a gara Ha ChOOIMIEHHUETO CE CMATA:

v/ jaraTa Ha peJIaBaHETO - [IPH PHYHO MpEaBaHe Ha CHOOIIEHHETO;

v jarara Ha IOLIEHCKOTO KieiiMo Ha obparHara pasmucka — IPH H3NpallaHe Mo
o1nara;

v jaTaTa Ha IPHEMAHETO - IPU H3IIPAIIAHE 10 TeNepaKc, TENEKC 1K e-mail.

15.3. 3a BanMOHM apecH 3a NPHEMaHEe Ha CHOOILICHHA M 0aHKOBM CMETKH, CBBP3aHH C
HACTOSIIHSA IOTOBOP CE CMATAT:

3A W3IIBJIHUTEJIA: 3A Bb3JIOXKHUTEJIS:

,EA EHJ] I ®APMA BBHJTAPHUS” EAL MHHHCTEPCTBO Ha 3/IpaBeOTIa3BaHETO
rp. Cobusa 1700 rp. Codus 1000

KB. ,,CTyIeHTcKH rpan’ . ,,Csera Hegens” Ne 5

ya. ,.[Ipod. Anexcanasp ®don“ Ne2, Bx. b, er. 7

men. 02/8103990 777=, P

¢axc. 02/8103993 PARE. cossevasusssmran

e-mail irena.kunova@adpharma.com e-mail .....cocouveeeen.

Banxosa cmemka Bankoea cmemka

HHI" BAHK H.B. BHBE llenTpanHo ynpaBjieHUE

IBAN BG 38 INGB 9145 1002 4989 12 IBAN: BG83 BNBG 9661 3000 1293 01,
BIC xon INGBBGSF BIC xox sa BHB - BNBG BGSD

15.4. Ilpu nmpoMsAHA Ha IOCOYEHHS MO U 15.3. agpec ChOTBETHATa CTpaHa € ATbXHA Aa
YBEJIOMH ApYraTa B TPUAHEBEH CPOK OT MpOMsHATA.

XVI. JPYT'! YCJIOBUA
16.1. TIpaBaTta M 3a[bJDKEHHATA TI0 HACTOSIIMA JOTOBOP HE MOTraT J1a €& MPEXBBPIAT
eIHOCTPaHHO Ha TPEeTH JIHIAa M MOJAOOHM aKTOBE HE IOpaXJaT MpaBHO neiicteue 6e3 MHCMEHOTO
CchIIacue Ha APYraTa CTpaHa, OCBeH B CIIydauTe Ha oOe3neyaBaHe (rapanTHpaHe) Ha 3ab/DKEHHS 110
GaHKOBH KPEIMTH.
16.2. 3a HeypeleHWTe BBIPOCH B HACTOAWIMS JOTrOBOp Ce Mpuiara A aIoTo
OBArapcKo 3aKOHOAATEJICTBO.



XVIIL 3AKJIOUYHUTEJHU PA3IIOPEABHN
17.1. Tlpn cBCTaBSHETO HA HACTOSIIMA JIOTOBOp Ce€ IIpEJCTaBHXa CIIETHUATE

JOKYMEHTH, KOHTO ca Hepa3/Ie/IHa HETOBA HacT:

v Pemenme NeP/[-11-56/22.02.2016 r. Ha MHHHCTBpa Ha 3/]paBeoNasBaHETO 3a
onpenensae na U3ITHJIHATEJI Ha obmecTBeHa NOphHKa;
Joxymentu no wi. 47 ot 3011,
[apaHuus 32 H3IIBJIHCHHUE;
IleHOBO NpEIIOKEHHE.
17.2. HacTOSLIMAT JOTOBOP CE ChCTABU B TPH €IHOOOPa3sHH €K3eMIUIIpa Ha OBnrapcKu
e3uk — exud 3a U3ITBIIHUTEJIS u nsa 3a BB3JIOXUTEJLA.

AN

BL3JOXKHUTEJL AN W3ITbJIHA
L 4 1 .‘t.\“v, k\“ \ ,T;;‘ H‘}

1-P IETHP MOCHRON /il F/m 1] AJIEK

MHUHUCTBP HA > G H30b

3IPABEOIIA3BAHER® -

MAPHH HAJJBAHCKHU 19.7% -6
JTAPEKTOP HA JI S OCAYC

PA-AT T \deoas




Address for correspondence: Tel: +35928103949

M@ Ph_alnla 2, prof. Alexande: Fol Sti. Fax: +3592 810 3993
www.adpharma.com

- entr. B, floor 7
marketing & sales 1700 Sofia, Bulgaria
LEHOBO NPEVIOXKEHHE

3A YYACTHE B OTKPHATA NPOLEAYPA 3A Bb3JIATAHE HA OBIECTBEHA
NOPBHYKA C IPEAMET:

Jlocmaexa na nexapcmeeny npooyKntu, OmnycKanu no peoa na Hapeoba Ne34 om
25.11.2005 2. 3a peda 3a 3annauiane om penybauKancKkus 6i00xcem 3a 1euenuemo na
6va2apcKu 2paxcoany 3a 3a601A6aHUA UGBH obxeama Ha 3a0bANCUMETHOMO 30PAGHO
ocuzypaeane, 3a 1e4eHue Ha nayueHmu cvc CITHH, mybepxyno3a, RCUXUYHU U
nosedenuecku pazcmpoiicmaa, Ov1icauiu ce Ha ynompeba Ha ONUOUOU, CUHOPOM HA
3aeucumocm 3a 2016 2.%,

Ob6ocobena nozuuus Nel5 c npedmem Atazanavir

JIO: MuHHCTEPCTBO HA 31paBeona3sBaHeTo, Ip. Codus, na. ,,Ce. Henens“ NeS
Or: ,E¥ EHJ AU ®APMA BbJTAPHS“ EALY
¢ anpec no peructpauus: rp. Codus, Gyan. ,,Poxen Ne24 u aapec 3a KOPECMOHACHLIMA: IP.
Codus, k8. ,,CTyIEHTCKH rpan’”, ya. ,T1pod. Anexcanabp ®on* Ne2, Bx. b, er.7.
ten.: 02/8103990; 02/8103949, daxc: 028103993, e-mail: irena.kunova@adpharma.com;
perucTpupaH B THProBCKH pErucTbp Ha Arenuus no snuceane ¢ EMK no un.23 or 3TP
131107072,
JlaTa 1 MACTO Ha perucTpalus no JUIC: 17.02.2004 r.

PasnaamaTe/iHa CMETKA:
6aunkoB koa: INGBBGSF;
6ankoBa cMmeTka: BG 38 INGB 9145 1002 4989 12;
6anka: UHI' BAHK H.B.;
rpay/iiion/oduc: rp. Codus, 6y . Bparapus* Ne49b, er.7;

YBAXAEMH JAMH U T'OCIIOJA,

Crieq 3ano3HaBaHe C YC/IOBMATA Ha NOpbYKaTa, 3aiBABAME, 1€ HKCIaeM /1 y4yacrBame B
obsBenara oT Bac OTkpuTa npoueAypa 3a Bb3jlaraHe Ha obLiecTBEHa MOpbYKa C NpEeAMET:
,JJocmaska Ha nexapcmeenu npooyKmu, OmnycKanu no peda na Hapeoba Ne34 om
25.11.2005 2 3a peda 3a 3annauiaHe om penybnNUKAHCKUA 61003cem 3a n1e4eHuemo Ha
GvnzapcKku 2padxcoanu 3a 3a607R6AHURA  U3EBH obxeama Ha 3A0BANCUMENHOMO_30PAGHO
OCuzypReaHe, 3a JledeHUe HA nayueHmu  CvC CITHH, mybepKyno3g y&’ XHYH
noeedenuecku -pascmpoiicmea, Ovldicauiu ce Ha ynompeba Ha oOnuUoH
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sasucumocm 3a 2016 2.%, Oébocobena nosuyua Nl5 c npeomem Atazanavir, BbB Bpb3Ka C
xoeto Bu npeacraBsMe Hallara odpepra, KaKTo Ccleapa:

ATAZANAVIR| Reyataz hard
capsule 150 mg
x 60 0.073339 0.088007 660.05 792.06 1454 222.16

Taka TpelJOXeHaTa LeHa BKII04Ba BCHYKH pasxony 3a M3NbIHEHHE NpeaMeTa Ha
nopbYKara.

TMocoyeHata ueHa € QuKcHpaHa, HE MOAICKHU Ha npoMsAHa 3a CpoKa Ha neiicTBHe Ha
JOTOBOpa, OCBEH B CIIy4auTe Ha 1. 43, an. 2 ot 30I1. B cnyuaii, e Npe3 BPEMETO Ha aedcTBUE
Ha JI0rOBOpa CTOMHOCTTA, KOATO Cle/Ba Aa ce sannaiua ¢ myGIMYHH CPEICTBa Ha NeKapCTBEHH
npoaykTH OT [103UTHBHHA NEKAPCTBEH CIIUCHK CTaHe MO-HHCKA OT JOrOBOPEHATa, BB3JIONUTEIAT
Ge3syCNOBHO 3aIlialla JeKapCTBEHHTE NPOAYKTH Ha MO-HMCKATa lieHa, OT JaTaTa Ha BIW3aHC B
cHiia Ha KOHKPETHOTO pellienne Ha HalMoHaTHHA cpBET NO lEHW M peuMOypcHpaHe Ha
NieKapCTBEHUTE MPORYKTH.

TpeAnioXeHUTE LIEHW Ca OmpeaeneHu MNpH IBAHO CBHOTBETCTBHE C YycnoBuATa OT
JOKyMEHTaL{HATa 110 NpoueaypaTa.

JagbKaBaMe ce, ako Hawara odepTa Gbae npMeTa, A3 WSMBIHAM M MNpelaleM
JIOTOBOPEHHTE PaGOTH, CHIIIACHO CPOKOBETE H YCNOBHUATA, 3aJ/lETHaIH B I0r0BOpA.

Tpu ycnoBHe, 4e ObEM u30pany 3a M3MBIHMTEN Ha obuiecTBEHaTa NOpHHKA, HUE CME
ChINACHM 1a TOAMMIIEM H TIpeICTaBUM napnuHa/6aHKoBa rapaHuud 3 Wue Ha
3aXbJDKEHHATA M0 IOrOBOpPA B pasMep Ha 5% ot cToiiHocTTa My, 6e3 JUIC &=y \

Ilata: 05.01.2016 1. [Moanuc M nevar: { (N 7408 s

Y1bAHOMOLLCH NP
El1 EHJI I ®AP

AED Pharma Bulgaria EAD
Address per tax registration:
24; Rozhen Blvd.

W' Bulgaria
Company number 131107072



Tpunoocenue Ne la

CIIUCHK HA. KPAMHUTE NOJYYATEJIHA HA JIEKAPCTBEHHY NMPOAYKTH 3A
JIEYEHHME HA HALIMEHTH CbC CIHH ITPE3 2016 TOAUHA

|. Crieuuanu3vpana GoNHKLA 32 aKTHBHO JIEYCHHE Ha MHEKIMO3HH ¥ NapasuTHH GonecTH
JTpod. Us. Kupos™ EAJl - rp. Codus; '

2. Ynuusepcurercka MHoronpodunHa G0NHULA 32 AKTHBHO JIEHEHUE ,,Cs. Teopru” EAJl -
rp. [nosaus; '

3. Muoronpodu:iHa SONHULA 33 AKTHBHO JICHEHHE ,.CB. Mapuna” EAJl - rp. BapHa

4. YHHBEPCHTETCKA mMHoronpoduina OonHMUA 32 AaKTHBHO JICHEHHE ,JA-p Teopru
Crpancku” EAJ], rp. Inesex;

5. Muoronpodunsa GONHUNA 32 AKTHBHO JIEHEHHE JTIpod. a-p Crosu Kupkosuy” All, rp.
Crapa 3aropa.



