Huec, AL 08 2018 r., B rp. Codus, Mmexay:
MHUHHUCTEPCTBOTO HA 3PABEOIIA3BBAHETO, c agpec: rp. Codus 1000, m.
,Csera Hepena“ Ne 5, ¢ BYJICTAT Ne 000695317, npencrasnssano ot Kupun Ananues —
MUHHCTBHD Ha 3[paBeolia3BaHeTo U Mapus benoMopoBa — mupektop Ha mupekius ,.bd«,
HapH4aHo 10-101y 3a KpatkocT ,Bb3JIOKHUTEJ, ot enna crpana
U

»AKTABHUC“ EAJ, cbe cenanuie 1 aapec Ha ynpasienue: Codus, yn. ,,Atranac Jlykos*
Ne 29, EMIK 831042432 , npencrasnsiBano oT Hukonait EBrenneB XamkuaoHueB - THPEKTOP,
HapH4aHo no-xoxy 3a kpatkoct ,, A3 ITbJIHUTEJI,

Ha ocHoBanue 4. 112 or 3akona 3a o0mecTBeHuTe NOophuku H Pemenune Ne PJI-11-
99/02.04.2018 r. Ha BB3JOKHTEIA 3a KJIACHpPaHe HA YYACTHHIHMTE 3a H300p Ha
M3MbJHUTE/ HA 00IIECTBEHA MOPHYKA, BL3JIAraHa Ype3 OTKPHTA NPOHETypa ¢ IpeaMeT:
»Jd0CTaBKA Ha JeKapcTBeHH NpoxykTH 3a 2018 r., ormyckanu mo pena Ha Hapen6a Ne 34
ot 25.11.2005 r. 3a peaa 3a 3anamaHe 0T peny0IHKAHCKHA OIOMKET 3a JieMeHHeTO HA
ObArapcKH rpa’kJaHd 3a 3a00,1IBaHHS H3BLH 00XBaTa HA 3abJUKHTE/JIHOTO 3PABHO
ocHrypsiBaHe, 3a Jedenne Ha naumeHTH chbc CIIUH, TyGepkyno3a, NCHXUYHH H
[IOBEJeHYECKH Pa3CTPOoicTBa, AbJ/UKAMH ce HA ynoTpeda Ha ONHOHAH, CHHAPOM Ha
3aBHCHMOCT* CE CKITIOYM HACTOSIIMAT JOTOBOP 3a CIEAHOTO:

- LTPEJAMET H CPOK HA JOTOBOPA
1.1. BB3JIOKHUTEJIAT Bw3nara, a AITBJIHUTEJIAT ce 3anbmkasa 1a H3BBPIIN
JI0CTaBKa Ha CIICAHNTE JICKAPCTBEHH IDOYKTH: ~

187 620 000 mg

Hard capsules

Rifampicin

1.2. JToroBOp®T BiIM3a B CHJIA OT JaTaTa Ha MOAMKCBAHETO MY OT [BETE CTPAHHU U € CBC
cpok 0 28.02.2019 r. [To oTHOIIeHHE HA ,,Y CIIOBHS, HAYAH H CPOK HA IUTAINAHE™, CPOKBT Ha
aeiicTBHeE € chriaacHo moroBopeHoto B Pasnmen Il u Pazgen VII or HacTosmusg 10roBop.

II. IIEHA 1 OBIIIA CTOMHOCT HA
JOCTABKMUTE I10 JOI'OBOPA '
2.1. HenaTa Ha CTOKUTE IO Wi.l, CBIVIACHO NPEINCTABEHO IICHOBO NPEHJIOXEHHUE,
Hepas/IesTHa 9acT OT JOT0BOPa € KaKTO Clie/IBa:

TUBOCIN, hard
capsules,300mg x 100 | 0.000848 0.001018 25.45 n8. | 30,54 nB. 190 997,16 8.

2.2. lleHara BKIIOYBA CTOMHOCTTa HAa CTOKATa, ONAKOBKA, MHTHH cOOpOBE, TaKcH,
3aCTpaxoBKa M TPAHCIOPT JO KpaiHATE MOJIy4aresy /CbOTBETHATE ne4yeOHU 3aBeJICHUs/ NpH
MMHMMAJICH CpPOK Ha TOMAHOCT HE IO-KpaThK OT 60 /mectiaeceT/ Ha CTO OT OOSBEHHS OT
IPOM3BOIUTENS KbM JlaTaTa Ha BCsKa JOCTaBKa.



2.3. Obuara cToiHOCT Ha ZjoroBopa e 10 159 164, 30 1B. (CTO HeTAeCeT U AeBET XWIAIH,
cro mectaeceT u 4etHpH U 0,30) seBa, 6e3 Brmouen JJIC, u mo 190 997,16 nB. (cro n
JeBETIeCeT XUIIH, AEBETCTOTHH AeBeTneceT U ceeM u 0,16) nesa, ¢ Bxmouen JJIC.

2.4. llenara no foroeopa e (pukcHpana, He MO/ICKH Ha MPOMSHA 3a CPOKA Ha JIelicTBUE
Ha JOroBOpa, OCBEH B ciy4dauTe Ha 4i. 116 ot 30I1. B cnyyaii, 4e mpe3 BpeMeTo Ha AeHCTBHE
Ha JIOrOBOpa CTOMHOCTTA, KOATO CI€ABa Ja Ce 3aIllala ¢ IyOJInYHHU CpeACTBa Ha JIeKapCTBEHH
nponykTd OT IlO3WTHBHMS JI€KAapCTBEH CIHCHK CTaHe IIO-HHCKA OT JOTOBOPEHATA,
BB3JIOKUTEJAT GesycnoBHO 3amnamia JeKapcTBEHHTE NMPOIYKTH Ha IIO-HHCKAaTa [eHa,
CYMTaHO OT JaraTa Ha oO4BABAaHETO Ha BIE3JIUTE B CHJIA PEHICHHS IO pena Ha wi 18 or
Hapenbata 3a ycioBusTa, IpaBUIaTa U pelia 3a peryjiupaHe U PErHCTpHpaHe Ha IEHUTE Ha
JIEKapCTBEHUTE NMPOAYKTH. B cityyanTe o npeaxonHOTO H3pedeHHE, CTOHHOCTTA Ce OIIpeeis
KbM MOMEHTa Ha JJaHBYHOTO ChOUTHE (M31aBaHe Ha QakTypa).

I11. YCJIOBUSI 1 HAYMH HA IUIAIIIAHE

3.1. IlnamaneTo 1Mo HAcTOALIMA JOTOBOP CE€ OCBHILIECTBABA Upe3 OAHKOB IIPEBOJ OT
crpana Ha Bb3JIOXXUTEJIS o mocouenara B wi. 15.3. 6ankoBa cmetka Ha U3ITBJIHUTEJIS.

3.2. 3amnamaHeTo Ha CTOKHMTE MO JOTOBOpa C€ M3BBLpIIBAa OTIOXKEHO B Cpok m0 30
/TpupeceT/ - THU, CiIe] IPEACTaBsHE Ha CIICIHATE JOKYMEHTH:

1) ocraBHa ¢akTypa, chcTaBeHa chriacHo m3uckBaHusaTa Ha 3JIC u HH3ILIIC -
opuraHai U 2 (1Ba) 6posi 3aBEpEeHH KOMHUS;

2) IlpueMaTenHo-nIpeJaBaTeIHA NPOTOKONM 10 oOpa3elry Ha MHUHHCTEPCTBOTO Ha
3[paBeolia3BaHeTo, chriaacHo [Ipunoxxenue Ne 3;

3) O60011€eH onuc Ha NPOTOKOIUTE — 3 (TpHU) Opos;

4) IlucMenn  3asABKH-paslpelieNieHHs, HM3rOTBEHH 0T MuHHCTEpcTBOTO Ha
3/IpaBeola3BaHETO U 3aBEPEHH OT KpaliHUTE NOIyqaTey;

5) Ceprudukar 3a ocB0OOXKAaBaHE Ha BCSKa MapTHIA, U3JaleH OT KBATH(HIHPAHO
munie 1o 3JIITXM — 3aBepeHo OT U3MBIHUTENS KONKE, B IPEBOJ Ha OBIrapckul €3k oT ¢pupMa,
CKITIOYHJIA JOTOBOpP ¢ MHUHUCTEPCTBO HA BHHIIHUTE pabOTH 3a U3BHPIIBAHE HA OQHITHATIHU
IPEeBOIH.

N36poeHnute NOKyMEHTH C€ IPEACTaBAT B JEJIOBOACTBOTO Ha MHHHCTEPCTBO Ha
3[IpaBeoOla3BaHETO, KJIACUPaHH U NPUKadyeHH B nanka. B mamkara ce npuiiara NUcMo C ONKC Ha
ChIBPXKAIIUTE CE B HEs TOKYMEHTH, KaTO 3aIbIDKHTENIHO CE ITOCOYBAT HOMEPATA, JaTHTE B Opos
Ha PHJIOKEHHUTE JOKYMEHTH OT BCEKH BHA.

3.3. B cayuaii, ye nocoueHure B Wi. 3.2. JOKYMEHTH ca HEpeJOBHH HWJIH HE ca
KOMILIeKTOBaHH, chiiuTe ce BpbinaT Ha U3ITBJIHUTEJIA ¢ npuemarenHo — mpejaBareneH
IPOTOKOJI 32 U3MpaBsiHe Ha HepeAHOCTHTe. CpOKBT IO 4Wi. 3.2. 3amo4sa Ja Tede OT jarara Ha
NpeACTaBIHETO HA MOCIEIHHS U3UCKYEM CE€ JOKYMEHT.

IV. CPOK HA TOCTABSIHE

4.1. CIIUH u Tybepkynosza

Bcesika oTaenHa mocraBka, IpeIMET Ha HACTOSIMIKS JOTOBOP, ClieABa Aa Obae 10CTaBeHa
B cpok g0 10 (mecer) paboTHM AHM ClieA IOdy4YaBaHE HA 3asABKaTa-paslpeficlieHHE OT
BB3JIOKUTEIS M 32 KOJIMYECTBATa, TOYHO OIpeelIeHH B 3asBKaTa. 3asBKaTa-paslpeieliCHue ce
PErucTpUpa € HM3XOIIIl HOMEpP OT JIEJOBOACTBOTO M C€ BpPBYBA OT EKCHIEPT OT OTIAEH
,,JIeKapCTBeHH IPOAYKTH M MEIHIMHCKU H3ENMs MU KOMHCHH® Ha aupexuus ,JlekapcTBeHa
HONHUTHKA™ JTHYHO Cpeily MOANKNC Ha MPeACTaBUTE] Ha M3IBJIHHTENS 110 JOroBOpa WU Ce
H3IIpalia ¢ NPenopbYaHo MUCMO ¢ oOpaTHa pasNHCKa, WK M0 GaKe, WM [0 ENEKTPOHEH IIBT
IIpH YCJIOBUATA U IO pelia Ha 3aKoHa 3a €eKTPOHHHS JOKYMEHT U €JIEKTPOHHHUS TOAIHC.

4.2. [IcuXyU4HH U IOBEJEHUYECKH Pa3CTpOMCTBA, ABIDKAIIH ¢ Ha ynoTpeda Ha OIMMOUIH,
CHHIPOM Ha 3aBHCHMOCT (HENPUNOHNCUMO)




IIppBata 0CcTaBKa OT JABYMECEUHATa 3asBKa-pa3NpeieicHHe e H3IBIHABA B CPOK JI0 4
(deTHpH) paGOTHH IHH CleJ IONy4YaBaHE Ha 3asgBKa-pasupelelieHHE OT BB3JNOKHUTENSI W 3a
KOJIMYECTBA, OTpEesieHH 3a 1 (eAHa) ceqMUIa, ChITIaCHO CEAMUYHHSA IPadUK KbM 3asBKATA.

Bceska crnenBaiia exxeceIMHYHA JOCTaBKA B pAMKHTE Ha 3a9BKATA CE€ U3NBJIHABA HA 7-1s
(cenmmust) IeH OT MOCIEIHATa JOCTaBKa, B CHOTBETCTBHE ¢ H3HCKBAHMATA Ha wWI. 13, an. 2 oT
Hapenba Ne2 or 20.06.2012 r. 3a ycioBHATa U pela 3a OCBIIECTBSBAHE HA MPOrpaMM 3a
JIEYEeHHE C arOHUCTH M arOHUCTU-AaHTArOHUCTHU HA JIUIA, 3aBHCHMH KBbM ONHOUIM. 3asBKAaTa-
pasnpeneeHHe ce PErUCTPUpPa ¢ U3XOAL] HOMEP OT ACJIOBOJICTBOTO U CE€ BPHYBA OT €KCIIEPT
OT OTAEN ,,JIEKapCTBEHM NPOAYKTH M MEIUIIMHCKH W3JENHsA, U KOMHCHH“ Ha IUPEKIUs
»JIEKapCTBEHA IMOJHMTHKA® JTHUYHO CpElly HOMMUC HA TIPEACTABHTEN Ha M3IBAHHUTENS II0
JI0rOBOPa WM C€ U3Ipalla ¢ Ipenopb4aHo MHUCMO ¢ oOpaTHa pa3mucKa, WK 1Mo (akce, Uil 110
CIEKTPOHEH IIBT IPH YCIOBHATAa M IO pelJa Ha 3aKOHA 3a €JIEKTPOHHHS JOKYMEHT H
€JIEKTPOHHHS MOIIHC.

4.3. UBITBJIHUTEJEAT ce 3anbmkaBa, B CpoK [0 /1Ba JHH IIpeH BCIKa IOCTABKaA Ja
yBegomu nmucMeHo wiH 1o paxec Bb3JIOKUTEJIS 3a u3BspiiBane Ha JOCTABKHTE HA CTOKHUTE,
IIpeIMeT Ha HacToAmus A0roBop. IlpH HEBBH3MOXKHOCT 3a W3BBHPIIBAHE HA JOCTABKHTE Ha
CTOKUTE TIpeJMET Ha HaCTOSIIUs z(oroaop Ja YBEAOMH IIHMCMEHO MMM 1o ¢akc
BB3JIOXKUTEJIA. ’

4.4. 3a xoM4YeCcTBa IOCTaBEHH M3BHH 3asBKaTa — pasnpeaeacHue mo wi. 4.1. u wi. 4.2.,
BB3JIOKUTEJIAT naMa 3agbKkeHHE 3a MUTalaHe.

4.5. JlocTaBsHETO Ha CTOKM 0€3 3adBKH — paslpeleleHHs € JONyCTHMO CaMO B
M3KIIOYUTEHH Clly4daH, 3acTpalllaBallid XHBOTA M 3/IPaBETO Ha MPaXKJAHUTE H CJIe]l H3PUYHO
MMACMEHO MOTBBPXKIEHUE OT CTpaHa Ha MHUHHCTHpPA WIIM CHOTBETHHUS PECOPEH 3aMECTHHK —
MUHUCTBP.

46.B cnyqame o wi. 10.2. ot goroBopa, cpokbT Ho Wwi. 4.1. v wi. 4.2. 3anmoyBa /1a Tede
OT Jarara Ha nmucMeHoTo ceriacue Ha Bb3JIOJKUTEIS.

4.7. B cny4aurte Ha MpenOCTaBEHO JapeHHE OT IUTHpaHuTe B Wwi. 1.1. nexkapcTBeHH
NPOAYKTH HAa KpaliHWTe IOjTydaresd, 3asBKH-pasmpenencHus OT MHHHMCTEPCTBOTO Ha
3JIpaBeOIa3BAaHETO CE BPBHUBAT CJIe/l H3UEpNBaHE Ha JapEHUETO.

V. MACTO HA 1OCTABSIHE

5.1. MscTo Ha mocTaBsHeE:

5.1.1. 3a MscTO Ha IOCTaBAHE HAa JIEKAPCTBEHHU MPOIYKTH 34 JICUCHHE HA MAUCHTH ChC
CIINH ce ompenenar xpaiftHute moinydarend, cbriacHo IIpmnoxenue No2a — Couchk Ha
KpaifHATE MOJTyYaTeNy Ha JIEKapCTBEHH NIPOAYKTH 3a nedeHue Ha nauueHTH cbe CIIMH mpes
2018 r. (Henpunooicum)

5.1.2. 3a MsCTO Ha JOCTaBSHE Ha JIEKApPCTBEHUTE NPOIYKTH 3a JIeueHHE Ha TyOepKyo3a
ce OmnpeAeNaT KpadHUTe moiydarenu, cbriacHo IIpunoxenue Ne26 — Cnucek Ha KpalHUTE
[OJTyYaTes M Ha JIEKapCTBEHH IPOIYKTH 3a JIeYCHHE Ha AllUeHTH ¢ TyOepKyio3a npe3 2018 r.

5.1.3. 3a M4CTO Ha AOCTaBSHE Ha JIEKapCTBEHHUTE MPOAYKTH 3a JIEUCHUE Ha MallUEeHTH C
IICHXHYHH M ITOBEICHYCCKH Pa3CTpOMCTBa, Ab/DKALIM ce Ha ynoTpeda Ha ONHOMIH, CHHAPOM
Ha 3aBHCHMOCT C€ OIpEICNAT KpalHUTE Monyyarend — JiedeOHM 3aBeleHHS, IMOTyUHIIH
paspeierue 3a 2018 r. 3a je4eHHe ¢ arOHUCTH H arOHUCTH-AHTArOHHCTH HA JIMIA, 3aBHCUMH
KM omuoumud mo pena Ha Hapemba Ne2 ot 20.06.2012 r. 3a ycnoBusATa M pela 3a
OCBIIECTBIBAHE Ha MPOrpaMu 3a JICUCHHWE C arOHHUCTH M arOHHUCTH-aHTarOHWCTH Ha JMIA,
3aBUCHMH KbM omuouau (o6H., [IB, 6p. 49 ot 29.06.2012 r.), cerinacuo IIpunoxenue Ne2p
(Henpunocum). '

5.2. PUCKBT OT CJIy‘-IaI/IHOTO ITOTMBAHE WJIK MOBPEXIaHE Ha CTOKHUTE IPEMUHABA BHPXY
BB3JIOXKUTEJLS o MOMeHTa Ha MpUEMaHETO UM Ha MICTOTO HA AOCTaBsHE C IPUEMATEIHO-
IpeaBaTesieH MPOTOKOIL



VI. IATA HA JOCTABSHE HA CTOKHTE
6. 3a naTa Ha OCTaBsIHE CE CUMTA JaTara, Ha KOsSTO CTOKHTE Ca JJOCTAaBEHH JI0 KpaiiHuTe
[IOJIy4aTel, IpY yCIOBHUATa Ha WI. 9.2.

VIL. 3AABOKEHUSI HA U3ITBJIHUTEJISA

7. U3ITBJIHUTEJHAT ce 3anpikaBa:

7.1. Jla nocraBu CTOKHMTE B norOBopeHnﬂ CPOK M Ja T'M Ipefale Ha KpaiHUTE
NOJTy4YaTel .

7.2. la penane CTOKUTE, MAKETUPAHU ¥ MAPKAPAHH B CHOTBETHHUSA BHI, KOJTHYECTBO U
KayecTBO Ha MSICTOTO Ha JIOCTaBSHE.

7.3. IIpu noanucBaHeTo Ha JOTOBOPA Aa TIPEACTABH:

a) JoKyMeHTH 1o 4. 112, an. 1 ot 3011 u3naneHu oT KOMIIETEHTHUTE OPTaHH,

0) rapaHIus 3a U3N'BJIHEHNE, B e1HA OT popmure, onpenenend B wi. 111, an. 5 ot 3011,
KOATO ce O0cBOOOXIaBa N0 60 JHH CIel MPUKIIOYBAHE M3IIBIHEHHETO HA JOTOBOpA.
['apannusTa € B pasMep Ha 3 % ot croitHocTTa Ha foroBopa 6e3 JIJIC u Bp3nu3a Ha 4 774,93
nieBa.

7.4. la nocraBs J€KapCTBEHH NPOAYKTH, KOWTO OTTOBApAT HA M3UCKBAHUATA HA 3aKOHA
3a JIeKapCTBEHHUTE MPOAYKTH B xymManHaTa MeaunuHa (3JIIIXM) — npuapyxeHu ¢ BaauaHO
paspelieHue 3a ynorpeba B cTpaHara, u3naneHo no peaa Ha 3JIIIXM nnn Pernament (EO) Ne
726/2004 r. na EBponeiickus mapmament u CoBeta /ui. 23, an.l Ha 3JIIIXM/. B cinydaii Ha
U3THYAaHE Ha CpPOKa Ha pa3pelIeHHETO 3a ynoTpeba Ha JieKapcTBEH IMpoAykT mpe3 2018 r.,
YYaCTHHKBT JEKJIapupa B CHOTBETCTBHME ¢ Wi. 55, an. 6 or 3JIIIXM, 4e kommdecTBara 3a
JIeKapCTBEHUSI MPOLYKT Ca HAJIMYHH.

VIIL 3AABJIKEHUSA HA Bb3J1OXUTEJISL

8. BB3JIOXKUTEJIAT ce 3agpmkapa:

8.1. JZla mpueMe NOCTaBEHHTE B CPOK M Ha MSCTO CTOKH, CHOTBETCTBAINM I10 BHI, -
KOJIMYECTBO M Ka4YECTBO Ha OIKMCAHOTO B HACTOSIIHSA JOTOBOD.

8.2. Jla 3amaTu AOCTaBEHHUTE CTOKH 1o pena Ha 4wi. 3.1, 3.2. m 3.3. oT HaCTOSIIJ.II/ISI
JIOTOBOP. :

8.3. Cren NpHKIIOYBAaHE H3IIBIHEHHETO HAa JIOrOBOpa Ja OCBOOOMHM rapaHiuira 3a
U3ITBIHEHHME, 0€3 Ja IBIDKH JINXBH 3a CPOKa, IIpe3 KOUTO CPEeACTBATa 3aKOHHO Ca IIPECTOIH Y
HETO.

IX. IPHEMAHE U ITIPEJABAHE HA CTOKHUTE

9.1. [IpueManeTo Ha CTOKKTE € U3BHPIIBA HA MACTOTO HA JOCTABAHE OT MPEACTABUTEN
Ha KpailHUTE MOJIydaTelit.

9.2. U3IIBJIHUTEJISIT u mnpexncraBuTen HA KpawHHMTE MOTy4aTelaH ITOAIIHACBAT
IpHeMaTe HO-TIPEeAaBaTelIeH IPOTOKOM, yAOCTOBEPSBALI IOTyYaBaHETO Ha CTOKHUTE.

X.TAPAHIIMM U CPOK HA TOJHOCT
10.1. K»M mararta Ha JIoCTaBKaTa, OCTaThYHHUAT CPOK HA TOXHOCT Ha CTOKHTE MIPEIMET
Ha HACTOALIMs JIOTOBOD, Clie/iBa J1a Ob11e HEe To—MaTbK OT 60 /mecTaeceT/ Ha CTO OT OOSBEHHS
OT IPOM3BOIMTENA KbM JaTaTa Ha BCAKA JOCTABKA.
B ciyu4aii Ha IOCTaBKa Ha JIEKapCTBEHMS MMPOAYKT C MO — KPaThK OT norop.openml CpOK
ua rogaoct, U3ITBJIHUTEJIAT nemxu HeycToiiKa, KakTo ClieaBa:
oT 59,99% no 50% - 20 % BBpXy CTOMHOCTTA Ha JOCTABKATA;
oT 49,99% 1o 40% - 30 % BBpXy CTOHHOCTTA Ha JOCTABKATa;
oT 39,99% 10 30% - 60 % BBpXy CTOHHOCTTA Ha JOCTaBKaTa;
oT 29,99% no 20% - 75 % BBPXY CTOMHOCTTA Ha AOCTABKATa,
- nox 20% - 90 % BBpXY CTOMHOCTTA Ha JOCTABKATA.



10.2. JToctaBkaTa Ha JIEKapCTBEH IIPOAYKT C OCTATBYEH CPOK HA TOLHOCT MO-MATBK OT
30 Ha cTo OT OOSBEHMS OT NPOU3BOIMTENS CE€ H3BBLPHIBA CAMO C IIHCMEHO ChIJACHME Ha
BB3JIOKUTEJLA 3a KOHKPETHO KOJIMYECTBO, ONPEAENEHO OT HEro. Be3 M3pHUYHO MHCMEHO
cerinacue Ha BB3JIOXKUTEJIA crokure HsiMa na Gbaar 3amnamasy. MckaHeTo 3a MHCMEHO
ChIIaCHe CIC/IBA 1a NOCTHIH B Nesi0BOACTBOTO HAa BB3JIOXKUTEJIA B cpok mo 3 (Tpu) anu ot
10JIyYyaBaHe Ha 3asBKaTa-pasipeaelicHue.,

10.3. BB3JIOJKUTEJIAT moxke na oTKaxke NPHEMAHETO HAa CTOKUTE, aKO B JCHS Ha
TSAXHOTO NPUCTHTaHe HIH MPHEMaHE OCTaThYHHUSA CPOK HAa TOJHOCT € MO0 — MajgbK OT
onpeneneHus B wi. 10.2. MUHAUMAaJIEH CPOK Ha TOHOCT.

10.4. B ciny4aii Ha 6e3naTHO HOCTaBsSHE HA HSAKOH OT CTOKHTE 0 JOTOBOPA, ChIJIACHO
norosopenoto ¢ W3ITBJIHMTEJIS, cemmre ciexBa ga OTroBapsT HAa MOCOYEHHTE OT
Bb3JIOXKUTEJL] u3ncksadns, OTHOCHO CPOK Ha FOAHOCT H CPOK Ha JOCTABKa, B ChOTBETCTBHE
ctouku 4.1.,4.2. u 10.1.

XI. OTTOBOPHOCT 3A HETOYHO M3ITbJIHEHHUE. PEKJIAMAIIUHA

11.1. BB3JIOXKUTEJIAT mosxe na npenspssa peknamaruu npex U3ITbJIHUTEJLA 3a:

a) KOJIMYEeCTBO M HEKOMILIEKTHOCT Ha CTOKHTE HIIH TEXHMYECKaTa JOKyMEHTaLHs (IBHH
HENOCTATBIIH);

6) Ka4ecTBO (CKPUTH HEAOCTATHIIH):

- IPH JTOCTaBAHE HAa CTOKU HE OT JIOTOBOPEHUS BH/I, IIOCOYEH B 4JI. |;

- IIpH KOHCTAaTUpaHe Ha Je(eKTu npu ymorpeba Ha CTOKHTE.

11.2. Pexnamanuu 3a sIBHU HEJOCTATHIM Ha CTOKUTE ce npassaT oT BB3JIOXKUTEIL,
4pe3 KpallHATE I10JIyYaTelld HA CTOKHTE, B MOMEHTA Ha MPEJABAHETO HM, 33 KOETO Ce ChCTaBs
[IPOTOKOJL, IOANHUCAH U OT ABETe CTPaHH.

~ 11.3. Pexnamanuu 3a CKpMTH HEJOCTATBLM CE IPABST IIpe3 LIS CPOK Ha FOAHOCT Ha
JIOCTaBeHHTE CTOKH, KaTo PEKIaMalsATa Ce NPHAPYKaBa 3aIbDKHTENHO OT KOHCTATHBEH
IPOTOKOJI, H3JaeH oT M3anbiHuTeNHAaTa areHIs 3a JIeKapCTBara.

11.4. BB3JIOXKUTEJIAT e mnexen na ysemomu mucMedo W3ITBJIHUTEJIISA 3a
yCTaHOBEHHUTE AedeKTH B 15 (MeTHameceT) THEBEH CPOK OT KOHCTATHPAHETO HM.

11.5. B pexnamanuuTe ce 110COYBa HOMEPHT HA JOrOBOPA, TOYHOTO KONMYECTBO Ha
NOJTYYCHUTE CTOKH C TEXHHUS NapTHACH HOMEP, OCHOBAHHETO 3a peKIaManus U KOHKPETHOTO
vckane Ha Bb3JIOXKHWUTEJIA.

11.6. B 10 (necer) nneBeH cpok oT mosty4aBaHe Ha peknamanuara, U3ITbBJIHUTEJAT
ciensa aa otrosopH Ha Bb3JIOXKUTEJIS nucMeHo i KOHKPETHO AAU IpHeEMa PeKJIaMalusaTa
HJIH 1 OTXBBPJIA. ' A

11.7. Ilpu pexnamanus 3a sBHH HemoctaTeid M3ITBJIHUTEIT e mibxeH B
€JHOMECEUEH CPOK OT II0JIyuaBaHE Ha peKjlaMalldsaTa 3a CBOS CMETKa M PHCK JIa JOCTaBH HA
MSCTOTO Ha JOCTAaBSHE KOJMYECTBOTO JIUTICBAINM B AOCTaBKaTa / HEKOMIUIEKTHH JOTOBOPEHH
CTOKH. ‘

11.8. IIpn pexnamanus 3a ckputu Hemoctarblin W3ITBJIHUTEIIAT e mnexer B
€IHOMECEYEH CPOK OT NOJIyYaBaHETO H Ja 3aMEHHM NOCTaBEHWTE HEIOTOBOPEHH MO BHA /
neheKTHH CTOKH 3a CBOSL CMETKA M PHCK wid mo npeuenka Ha BB3JIOXXUTEILS na Bepre
CBOTBETHATA YacT OT 3aIiaTeHara IeHa, BEIHO ¢ Ab/DKUMHTE JIMXBH.

11.9. M360pbT Ha IOCOUEHHTE HO-TOPE BH3MOXKHOCTH Ja C€ BbPHE ChOTBETHATA YaCT OT
IJIATEHOTO HJIM Ja Ce JOOCTaBAT HOBHU croku mnpuHamiexu Ha BB3JIOXUTEIIA u ce
ylpaxKHsBa oT Hero noj ¢opmarta Ha nucMeHo yBeaomieHue mo M3ITBJIHUTEJII, karto
pa3sXxoJUTe U PHCKOBETE 10 HOBOTO OoCTaBsgHe ca 3a cMeTka Ha U3ITBJIHUTEJIA.

11.10. PexnaMupaHuTe CTOKH C€ CHXPaHABAT OT CHOTBETHHS KpaeH IOIydYaTea J0
ypeXIaHe Ha PEKIAMAIIUHTE.



XII. OTTOBOPHOCT IIPU HEM3II'BbJIHEHUE

12.1. 3a HeM3IB/IHEHWE HA 3aIBIDKEHHUSATA CH [10 HACTOSIIHS JIOrOBOp € U3KIIIOYECHHE Ha
131 110 4. 10.1. 1 wi. 10.2., UBITBJIHUTEJAT abnxu HeycToiika B pasMep Ha 0.7% Ha e
BBPXY CTOHHOCTTA Ha HEM3IBJIHEHOTO B JOTOBOPEHUTE CPOKOBE 3aIBIDKEHHE, HO HE TIOBEYE OT
10% (mecer mpoleHTa) OT CTOWHOCTTAa Ha HEH3IBIHEHHETO, KAKTO W ObGe3lIeTeHHe 3a
IPETHPICHUTE JACHCTBUTEIHH BpeNM B CIy4YaWTe, KOraTo Te HAIXBBPIAAT IOTOBOpEHATA
HEYCTOMKa.

12.2. Koraro npu Hamuume Ha pekntamanuy, W3ITBJIHUTEJIST He wusmwinu
3a1b/DKCHHATA CH MO pasgen XI' OT HACTOSAIIMS JOTrOBOP B CPOK, CHIIHAT IBDKH HA
Bb3JIOXUTEJLA neycroiixa B pasMep Ha 2 % OT LleHAaTa HA CTOKUTE, 3a KOKTO Ca HalpaBeHU
peKIaManumTe.

12.3. BB3JIOXXUTEJIAT ynosneTBopsiBa NpeTEHIUNUTE CH OTHOCHO HEH3IITBIHEHHETO
Ha I0roBopa, KakTo U 3a 3amjialllaHe Ha HeycToikuTe ot crpana Ha USITBIIHUTEIS karo
3aibpiKa rapaHIiAATa 32 U3BJIHEHHE 110 4II. 7.3, 6ykBa ,,0“ OT mOoroBoOpa.

XIII. ®OPCMAKOPHHU OBCTOSATEJICTBA

13.1. CtpanuTe M0 HACTOANIHS TOTOBOP HE AbJIKAT 0OE3IMETEHHE 32 IOHECEHH BPEIH 1
3ary6w, aKo NMOCIeIHHTE ca IPHYHHEHH B PE3YNTAT HA HENPEOI0IMa CHJIA.

13.2. Ako cTpanara, KOSITO € CIEBAIO Ja H3IBIHU CBOE 3abKEHHE 110 JOTOBOPA €
Ouna B 3a6aBa, TS He MOXe Jja Ce M030BaBa Ha HENPEOI0IHMa CHIIA.

13.3. ,Henpeononuma cua® mo cMuChJia Ha TO3M JOTOBOP € HENpPEABHACHO W/HIHA
HENpeIOTBPaTUMO CHOHMTHE OT H3BBHpPENEH XapaKTep, BH3HHKHAIO CjeJ] CKIIOYBAHETO Ha
JIOrOBODA. '

13.4. Ctpanara, 3acersara OT HEIIPEOOIMMA CHII, € JUTBXKHA 13 IpeAnpHeMe BCHUKH
ASHCTBHA C IpHXKaTa Ha 100D CTONAHMH, 33 Ja HAMAIM 0 MUHMMYM IIOHECEHHTE BPEIH M
3aryOu, KaKTO H Jia yBeJOMH IIACMEHO JApyrara CTpaHa B 7-JHEBEH CPOK OT HACTBHIIBAHETO Ha
HenpeoaonuMara cuna. [Ipu HeyBenomsiBaHe ce Ib/IKH 00€e31eTeHHe 3a HACTHIIMIATE OT TOBA
Bpeau. Hempeomonumara cuia ce moka3Ba OT 3acerHarara CTpaHa ChC cepTHOHKAT 3a
¢opemaxop, H3mafeH IO CHOTBETHHS PEXl OT KOMIIETEHTHHS OPraH B IbP)KABaTa, B KOSATO Ca
HAacTBIIHIH QOPCMAXXOPHUTE OOCTOSATENCTBA.

13.5. Jloxato Tpae HempeomojMMara CHJIA, H3IIBLIHEHHETO Ha 3aIb/DKCHHATA H
CBBP3aHUTE C TAX HACPEILIHHU 3aBIDKCHHSA CE CIHpA.

13.6. He npexcrasnsasa “Henpeomonuma cuia” CHOUTHE, IPHYAHEHO [0 HEOPEKHOCT
WM 4pe3 YMMIWIEHO NEHCTBHE Ha HAKOS OT CTPAHMTE WJIM TEXHM IIPEACTABHTCTH H/HIH
CIIYy>KHTEJIH, KAKTO ¥ HEAOCTHIra Ha napuyHu cpeactsa Ha BB3JIOXKUTEILS.

XIV. CIIOPOBE

14.1. Bp3HHKHAIHTE IPE3 BPEMETPAEHETO Ha JIOTOBOPA CIOPOBE U PA3HOITIACHS MEKIY
CTPaHUTE C€ PEIIaBaT 4pe3 MPEroBOpH Mex 1y TAX. [locTurHatute noroBoperoct# ce 0hopMsT
B nHCMeHa (opMa 1 ce IPEBPHIIAT B Hepas/IeliHa YacT OT JOrOBOpa.

14.2. B ciy4aii Ha HemoCTHraHe Ha JOTOBOPEHOCT 110 IPEIXOAHHS WIEH, BCHYKH
CIIOpPOBE, MMOPOAEHH OT TO3U JOTOBOP HMIJIM OTHACSIIH CE€ [0 HETO, BKJIIOUHTEIHO CIOPOBETE,
TIOPOJIEHH OT HMJIH OTHACSIIM CE IO HErOBOTO THIKYBaHE, HEJACHCTBUTEIHOCT, HEH3IIbIHCHHE
HJIA [peKparsaBaHe Iue 6baaT pa3pelaBaHy Cropes GBIrapcKUTe MATEPUAIIHH H IIPOLECYATHH
3aKOHH OT KOMIIETEHTHHUS ChA 110 pena Ha ['TIK.

XV. CbOBLHIEHUA
15.1. Beuukn choOLIEHHS MEXAY CTpaHHTE, CBBP3aHH C H3IBJIHEHHETO Ha TO3U
JOrOBOP Ca BajlMIHH, aKO ca HallpaBeHd B mHCMeHa (opMa ¥ ca NOANHCAHH OT
ynbiaHoMoleHuTe npeacrasurenu Ha USITbJIHUTEIIA win BB3JIOXUTEJLA.
15.2. 3a gara Ha CHOOIIEHHETO CE CMATA:



v/ jartara Ha NpejaBaHeTo — IPH PHYHO NPENABaHe Ha ChOOINEHHETO;
v/ narara Ha NOIIEHCKOTO KJIEHMO Ha ofpaTHaTa pasmHcKa — IIPH M3IpallaHe o
To11aTa; ' :
v/ JataTa Ha IpHEMAHETO — NPH M3TpalliaHe 1o Ppakc Win e-mail.
15.3. 3a BayiuiHU afpecy 3a IpHeMaHe Ha ChOOIIEHUs M GAaHKOBH CMETKH, CBbP3aHH C
HACTOSIIIMSA OTOBOP C& CMATAT:

3A M3ITBJIHUTEJIA: 3A BB3JIOKUTEJIA:

" AKTaBuc“ EAJ] MunucTepcTBO Ha 3/ipaBeona3BaHETO
rp. Codus, 1408 rp. Codus 1000

yn. Atanac Jlykos Ne 29 1. ,,Ceera Henensa™ Ne 5

crpaza Peiinboy miasa, et.2 :

men. 02 9321 753 men.02/9301 116

gaxc........ paxc: 02/9301 219

e-mail: snejanka.deyanova@actavis.com  e-mail: m.brankov@mbh.government.bg
bankoea cmemka bankoea cmemka

BHIT ITAPHUBA C.A. — knoH Codus BbHb lenTpanno ynpasnenue

IBAN IBAN: BG83 BNBG 9661 3000 1293 01,
BIC xon BNPABGSX - BIC xox na BHb — BNBG BGSD

%am%w W~ o L & ‘55 A
- '15.4. Ilpu npomsiHa Ha ocoueHus no wi.. 15.3. anpec u 6aHKOBa cMeTKa, ChOTBETHATA

CTpaHa ¢ JJIbXXHa J1a YBEAOMH JIpyraTta B TPUAHCBEH CPOK OT IMpOMsSHATA.

XVI. HIOAN3ITbJIHUTEJIA

16.1. OO ycnoBusl MpuIOXUAME KbM [loau3mbIHATENHTE:

1. 3a u3BbpInBaHe Ha AeitHOCcTUTE IO [loroBopa, M3nbnHuTenar uma npaeo jAa noi3sa
caMo NOJW3IBIHUTENNTE, IIOCOUEHH OT HEro B oepTara, Bb3 OCHOBA Ha KOATO € U30paH 3a
HznbaanTen.

2. IlponeHTHOTO yYacTHe Ha TIOU3MBIHUTEIUTE B IICHATA 32 U3IbJIHEHHE Ha JloroBopa
HE MOXe J1a ObJIe pa3IMuHO OT MOCOYEHOTO B opeprara Ha 3mbinHUTENS.

3. BnBAHUTENRAT MOXE Ja M3BBHpIIBA 3aMsHA HAa MOCOYCHHUTE MOAMU3IBIHUTEIMA 3a
m3IBIHEHKE Ha JloroBopa, KaKTo | J1a BKIIOYBA HOBH MOM3IBLIBUTENH B ipeBuaeHuTe B 3011
ciy4dan u ipu npeasuaerute B 3011 ycnosus. :

4. He3aBHCHMO OT U3MOJI3BAHETO HA MOAU3IBIHUTENN, OTTOBOPHOCTTA 3a U3IIBIIHCHHE
Ha Hactosums Jlorosop u Ha U3nsiaHuTeNs. '

5. CxmroyBaHETO Ha JOTOBOP C IIOOM3IBIHUTEN, KOHTO He € 00sBeH B odeprara Ha
W3nbiHATENS ¥ HE € BKITFOUEH 110 BpeMe Ha U3IbliHeHue Ha JloroBopa 1o npeasuaeHus B 3011
pell WM HM3ITBIHEHHETO Ha JSHHOCTUTE MO JOrOBOpa OT JIMIE, KOETO He € NMOAH3MBIHUTE,
o0sBeHo B odeprara Ha VI3bIIHUTENS, Ce CUMTa 32 HEU3IIBJIHEHUE Ha JIoroBopa M € OCHOBaHHE
3a eJJHOCTPAHHO NpeKpaTsIBaHe Ha JIOTOBOpa OT CTpaHa Ha BB3noxkurens U 3a yCBOSBaHE HA
IIBJIHAS pa3Mep Ha rapaHLUATa 3a U3IbIHEHHE.

16.2. Ilpu ckmouBaneTo Ha JIoroBopuTe C HOAM3MBIHUATENNTE, Odepupanu B odepraTa

Ha V30eIHUATENA, TIOCETHUAT € JTBXKEH Ja Ch3Aa/Ie YCIIOBHUS U rapaHIMH, 4e:

1. nmpunoxumute Kinay3u Ha JloroBopa ca 3aABIKUTENHH 3a H3IBIHEHHE OT
MOAHU3ITBIIHUTEIINTE;

2. neiictBuaTa Ha llogm3mbiHuTEeNnMTE HAMA Ja JOBEJAT IPSKO HIH KOCBEHO MO
HeH3O'bJIHEHHE Ha J[oroBopa;



3. IpH OCBHIIECTBSIBAHE HA KOHTPOJIHUTE CH QyHKIIMH 110 KOroBopa Bb3nokuTensT e
MOXe Oe3NpEensTCTBEHO Ja WM3BbpUIBA IIPOBEpPKA HA AEHHOCTTA H JOKYMEHTAIIUATa Ha
[IOJIU3IIBIHATEIUTE. ”

16.3. Pa3nnammane ¢ noan3mbIHUTENTH A ,

1. KoraTo yacTra ot mopwukara, KosTo ce H3IbJIHIBA OT [IOAU3IBIIHATEIL, MOXKE 1a Ob1e
npenaicHa KaTo otTaeneH o0exT Ha Msmeinuutens wnm Ha Bw3noxurens, BoanoxurensT
3aMjana Bb3HarpaxIeHue 3a Ta3u 4acT JTUPEKTHO Ha [IOAU3IIbIHUTES.

2. Paznnamanusta o 4i. 16.3. ce OChIIeCTBIBAT B3 OCHOBA Ha HCKaHe, OTIPABEHO OT
NOAM3IIBIHATEINS 10 BB3noxurens upes M3nniaurens, KOHTO € JUTbXKeH 14 ro MpeOCTaBH Ha
Bp310xuTENs B 15-THEBEH CPOK OT MOIYIaBAHETO MY. "

3. KeM uckanero mmo wi. 16.3, 1. 2. UsnbiHBTEIAT IIPEIOCTaBA CTAHOBHIIE, OT KOETO Aa
€ BUAHO JaJTH OCITOPBa ILTAIIAHHATA UJIH YacT OT TAX KaTO HEBIDKUMH.,

4. Bp3710XHATENAT UMa IIPAaBO [ OTKAXeE IUIAmaHe 1o wi. 16.3, 1. 2., KOraro UCKaHeTo
3a IJ1alaHe € OCIOPEHO, 10 MOMEHTA Ha OTCTPaHsBaHE Ha NPHYMHATA 33 OTKa3a.

XVIL [IPEKPATSIBAHE HA JIOTOBOPA

17.1. HacTosmusaT I0TOBOP Ce NPEKPaTABa B CICAHUTE CITyYaH:

1. o B3aMMHO CBITIacCHe Ha CTPaHHTE, H3PA3EHO B MHCMEHa hopMa;

2. ¢ M3THYaHE Ha YTOBOPEHHS CPOK;

3. KOraTo Ca HaCTHIHUIIH CHIICCTBEHH IPOMEHH BbB (PMHAHCHPAHETO Ha OOLIECTBEHATA
nopbyKa — npeaMeT Ha JloroBopa, M3BBH MPABOMOIIMATA HA BB3nokuresns, KOHTO Toi He e
MOT'BJI HJIH HE € OHJI JUTh)KeH J1a IPEIBHIH WITH [1a IIPEIOTBPATH — C TUCMEHO YBEJOMIIEHHE OT
Br3oxuTens, BeAHara ciex HaCThIIBaHe Ha 0OCTOATEIICTBATA,

4. OpH HacThIBaHE HAa HEBHHOBHA HEBB3MOXHOCT 3a M3IBIHEHHE OPAjH
HEIPEBHACHO WIK HETIPEAOTBPATUMO CHOMTHE OT M3BBHPENCH XapakTep, BE3HHKHAIO Cliel
CKIIIOYBaHeTo Ha JloroBopa (,,Hempeooanma ciia‘“) 3a CpoK Ho-ABIbr OT 30 mHu;

5. xoraro UBITBJIHUTEJIAT u3nonsea nogusnbiHuTel, 6€3 1a € JeKIapHpal ToBa B
JOKYMEHTHTE 32 Y4acTHE, HIIH U3I10J13Ba IIOAU3IBIHATEN, KOUTO € Pa3jIdueH OT TO3H, KOHTO e
IIOCOY€H, OCBEH B CIy4YauTe, B KOUTO 3aMSHATA, ChOTBETHO BKJIKOYBAHETO HA HOAU3IIBIHHATE
€ H3BBPUICHO CHC CBIIacHETO Ha Bw3noxurens u B crotBercTBHE che 30I1 M HacToAIHMS
Jorogop.

17.2. IIpu BurOBHA 3a6aBa Ha I3ITBJIHUTEJIS, npoasikuia ¢ TOBedYe OT MOJIOBUHATA
OT CpOKa 3a M3NBJIHEHHE Ha CBOTBETHOTO 3aab/okeHue, BB3JIOXKUTEIIAT uma npaso na
pa3sBajIM JOroBOpa €IHOCTPAHHO 6€3 Ipear3BeCTHE.

17.3. Bb3JIOXKUTEJIAT uma mpaBo 1a NmpekpaTd eAHOCTPAaHHO H Ge3 IpelH3BecTHe
HACTOAINMA JOTOBOP B CIy4Yail HAa CHCTEMHO HETOYHO M3NBIHEHHE HA 3aIbIDKEHHATA OT
U3ITBJIHUTEJLA u npensiBenu nosede ot TpH peknamanuu ot BB3JIOXKUTEIA o paszaen
XL

17.4. B ciy4aii, ue no otaomerue va U3ITBJIHUTEJIS HacTsIAT 06CTOATEICTBATA 10
41 54 or 3akoHa 3a obmiecTBennte nopbukd, BB3JIOXKUTEIIST uma npaso aa mpexpatu
€JHOCTPAaHHO HACTOSLIUA JOrOBOp, 6€3 MHCMEHO NpeU3BEeCTHE U Oe3 J1a ABIKH HEYCTOHKH.

17.5. BB3JIOXKUTEJAT npexpatssa Jlorosopa B cinyuaure 1o wi. 118, an.l or 3011,
6e3 na nemwku obesmerenve Ha WSITBJIHUTEJIS 3a nperhprieHH OT NpeKpaTsSBaHETO Ha
JloroBopa BpeH, OCBEH aKo MPEKpaTABaHETO € HAa ocHoBanue wi.118, an.1, 1.1 ot 3011

17.6. BB310XKMTENAT MOXE A2 NPEKpaTd [IOroBOpa €AHOCTpaHHO ¢ 30 JHEBHO
Npen3BECTHE, KaTO B TO3M CIIy4ail JbJDKH IUIAl[aHe CaMO Ha IOCTaBeHaTa H NPHETa CTOKa, HO
HE U HEYCTOMKH.

17.7. Hacrosimust JloroBop Moxe Ja Oble U3MEHSH WM ZoUbiBaH oT CTpaHUTe IIpH
ycnoBusTa Ha wi. 116 ot 3011



XVIIL IPYT'H YCJIOBUA
18.1. [lpaBaTa u 3aIbDKEHHATA [0 HACTOSIIHS JOTOBOP HE MOTAT [a C€ MPEXBHPIIAT
€IHOCTPAHHO Ha TPETH JIMIA M IOAOOHH aKTOBE HE IIOpakJaT HpaBHO AeiicTBHE 63 MHCMEHOTO
ChIjlaCM€ Ha Jpyrara CTpaHa, OCBEH B CilydauTe Ha ole3rne4yaBaHe (rapaHTHpaHe) Ha
3aIbDKCHUS 110 OAaHKOBH KPEAUTH.
18.2. 3a HeypeneHHMTE BBIPOCH B HACTOSAMIMS NOTOBOP Ce NpHJara AEHCTBALIOTO
OBbArapcko 3aKOHOJATEICTBO.

XIX. 3BAKJIIOYHUTEJIHU PA3ZIIOPE/IBH
19.1. Ilpu cheTaBsiHETO HAa HACTOSMIUS JIOTOBOP C€ NPeACTaBhuXa CIAECAHUTE JOKYMEHTH,
KOHUTO Ca Hepa3JeHa HEropa 4acT: :
v' JlokyMenTH 1o 4. 112, ain. 1 ot 30IT;
v’ TapaHIl¥s 3a U3ITbIHEHHUE,
v’ IleHoBo npennoxenue u TexHuuecko npemioxenne Ipunoxenue Ne 1.
v' CHChK Ha KpalHUTE [OJIyYaTelli Ha JIEKApCTBEHH IPOYKTH 3a JIeUeHHE Ha MAIHCHTH
¢ Tybepkyno3za npe3 2018 r. - [Ipunoxenne Ne 26;
v’ [IpreMateHO-TIpeiaBaTeNHH IPOTOKOH - IIpunoxenne Ne 3;
v 19.2. HacrosmusT 0roBop ce CbCTaBH B TPU €JHOOOpa3HU eK3eMILIApa Ha GbArapcku
e3uk — eaud 3a UITBJIHUTEJIA u nea 3a Bb3JIOXUTEJISL.

Bb3JIOKHUTE: | I/I3H'I>JIHI/IT/¢JI:
| Vi
KUPWUJI AHAHUEB _ HUK" V44 ¥ A T)KHJOHYEB
MHWHUCTBP HA 3JIPABEOIIA3BAHETO JAUP Ly J
B
/] A
AR\
iy. KANUMHKA XPUCTOBA-
st B METOJUEBA
II'bJIHOMOIIHUK

/CHIiIacHO MBIHOMOIIHO OT
25.08.2016 r., 3aBepeHoO OT
Banentuna I'eopruesa, HoTapuyc
B paiioH Co¢us c per. Ne 340 Ha
Horapuannara kamapa/

Cuwenacysan: ' \’5\* uRUs Wi Ol ¢
W. ol 23Ag



HNPENJIO)KEHME 3A U3NTbJIHEHUE HA TIOPBUYKATA

J0: MUHUCTEPCTBO HA 3[IPABEOIIA3BAHETO

Ot: AKTABUC EAL] : _

c anpec: rp. Co¢us yi. ,, Atanac {ykos“Ne 29, ten.: 02 9321 753,
e-mail: snejanka.deyanova@actavis.com

Byncrat/EHK: 831042432,

YBAXKAEMHA JAMU U I'OCIIOJA,

C HacrosmoTo, By npencrapiMe HAIIETO NpPeIOXKEHHME 3a M3NBIHEHHE Ha 0OSBEHATAa OT
Bac mponienypa 3a Bp3narane Ha oGIIeCTBeHa IOPBYKA C IPEAMET: ,,/Jocmaska na nexapcmeenu
npodykmu 3a 2018 2., omnyckanu no peda na Hapeooa Ne 34 om 25.11.2005 2. 3a peda 3a
3annauiane om penyOnuKaHCKua 0i00xcem 3a Jlevenuemo Ha Gwi2apcKu zpaycoanu 3a
3a601A6AHUA U36DH 00X6amMA HA 3A0BNNCUMETHOMO 30PAGHO OCUZYPRGaHe, 34 NeveHue Ha
nayuenmu cvc CITHH, mybepkynosa, ncuxusunu u nogedenuecku pascmpoiicmea, dvaxcauqu
ce Ha ynompeba Ha onuoudu, CUHOPOM Ha 3Q8UCUMOCM™, no ob6ocobena nosuyus Ne29 c¢
npeomem Rifampicin

CIIHH u Tybepkyno3a

Bcska oTAenHa focTaBKa, NpeAMET Ha HACTOSIIHMS JOTOBOP, Lie GhJe JOCTABEHA B CPOK 10
10 (mecet) paboTHM IHH criell NMONy4YaBaHE Ha 3ajdBKaTa-paslpeleiiCHHE OT BB3JIOKHUTENS H 3a
KOJIMYECTBaTa, TOYHO ONpeleeHH B 3adBKaTa. 3asBKaTa-pasHpefelieHHe ce perucTpupa ¢
H3XOZUII HOMEP OT AEJIOBOACTBOTO U CE BPHYBA OT EKCIIEPT OT OT/EN ,,JlekapCcTBeHH MPOAYKTH H
MEJIMIIMHCKH H3/I€JIM H KOMHCHH* Ha JUpEKIus ,,JIekapcTBeHA MMOJHTHKA® TIHYHO cpenty Moamuc
Ha NpeACTaBHTENl HA H3MBIHHTENA O JOrOBOpa MM C€ H3Npalda C OPENOpbYaHO IHCMO C
o0parHa paslucKa, WM 110 ¢akc, KM 110 eEKTPOHEH IIBT IIPH YCJIOBHATA M [0 pela Ha 3aKoHa 3a
€JIEKTPOHHHUSA JOKYMEHT U €IEKTPOHHUS TTOIIHUC.

Hcuxuunu u nosedenyecku pazcmpoiicmea, OvNCAuiU_ce_Ha_ynompeba Ha onuoudu
CUHODOM Ha 3asucUMOcm ‘

IIppBaTa fOCTaBKa OT ABYMECEYHATa 3adBKa-paslpesie/ieHHe Ie Ce U3IBIHM B CPOK X0 4
(derupy) pabOTHM IHH cjel NONy4YaBaHE -Ha 3asBKa-paslpelc/iCHHE OT BB3JIOKHTENIS H 3a
KOJIMYECTBA, ONpEeNeHH 3a 1 (eqHa) ceqMHLa, ChITacHO CEAMUYHHS rpadHK KbM 3agBKara.

Bcesika cnenBama execeAMHYHA 0CTaBKa B paMKHTE Ha 3adBKaTa LIE CE€ H3IIBIHK Ha 7-Hs
(ceaMus) IeH OT IocjeaHaTa JOCTaBKA, B CHOTBETCTBHE ¢ M3UCKBaHMATA Ha wi. 13, am 2 oT
Hapen6a Ne2 ot 20.06.2012 r. 3a ycIoBHATa H pe/ia 3a OCHINECTBABAHE HA IPOTPAMH 3a JICUECHHE C
AroHHCTH M arOHMCTH-aHTarOHMCTH HA JIMIA, 3aBHCHMH KbM ONHOHIH. 3asBKaTa-pasipeneiicHue
Ce PerucTpupa C H3XOIALl HOMEP OT MEJIOBOJACTBOTO H CE€ BPBYBA OT EKCHEPT OT OTAEN
,»JICKAPCTBEHN TNPOAYKTH M MEIUIHWHCKA HM3IENHs, H KOMHCHM“ Ha Iupekuus ,JlekapcTeeHa
HONMTHKA® JIAYHO Cpelly MOANMC M@ NpPEACTABHTEN Ha H3IIBIHUTENS MO AOrOBOPAa MM Ce

Vi



\§>
H3apara ¢ Npernopbrb4ano IUucMo € 06paTHa pasnucka, uiIy 110 (baI(C, HJIK 11O €JIEKTPOHECH BT NPH

yCiaoBHATa H 110 pcia Ha 3akoHa 3a CJICKTPOHHHA ZOKYMEHT H CIICKTPOHHHS NOAITHC.

Tapantupame, 4e cM€ B CBCTOSHHE JAa H3IMBIHMM Ka4eCTBEHO INOPBYKATa B ITBIHO
CBOTBETCTBHE C rOpeoncanara ojepra.

JlekapcTBeHUTE NPOAYKTH ca BKmodeHH B [Ipumoxenue 3 Ha IlosutuBHHMA sekapcTBeH
CIIHCBHK, aKTyaJTHO KbM JaTara Ha N0JaBaHe Ha NPEUIOKEHHETO.
3a W3NBIHEHHE Ha MOpBYKATa MpepiaraMe cllefHata pa3paboTka Ha TEXHHYECKO
Tpe/UI0KEHHE:
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RIFAMPICIN

Tubocin

hard
capsules

300 mg 100

187 620 000

Al5,A15.0,A15.1,A15.
2,A15.3,A155,A15.6,A
15.7,A15.8,A15.9,A16.0
,A16.1,A16.2,A16.3,A1
6.4,A16.5,A16.7,A16.8,
A16.9,A17.0,A17.1,A17
.8,A17.9,A18.0,A18.1, A
18.2,A18.3,A18.4,A18.5
,A18.6,A18.7,A18.8,A1
9.0,A19.1,A19.2,A19.8,
A19.9,B90.0,B90.1,B90.

2,B90.8,B90.9

BKIIOYECHH B
Ha OTBapsHe

1. Jlexnapanus OT y4acTHHMKA, Y€ JEKapCTBEHHTE IPOMYKTH cieaBa na Obxar
Hpunoxenue 3 Ha [lo3UTHBHMA JIEKapCTBEH CIHCHK, aKkTyalHO KBM JaTara
odeprara.

2. Jleknapailisi OT yYacTHHKA, 9€ CPOKa Ha TOAHOCT HA NpEAJIaraHUTE JICKapCTBEHH NPOAYKTH
cnenBa Aa 6pae He mo-ManbK oT 60 /mectaecer/ Ha CTO OT OOABEHHS OT IPOHU3BOMHUTENS KbM
JlaTaTa Ha BCIKa JOCTaBKa.

3. BaymmHo paspemenne 3a ynorpeba B cTrpaHaTa, H3aaaeHo 1o pexa Ha 3JIIIXM wiu Pernament
(EO) Ne 726/2004 r. na Esponeiickus napnavent 1 CpBeta (wiff23, ain.1 na 3JINIXM)
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LEHOBO IIPEJI/IOJKEHHE

10: MUHHUCTEPCTBO HA 3JIPABEOIIA3ZBAHETO
Or: AKTABUC EAJT

¢ anpec: rp. Codus yn. ,, Atanac Jlykos* Ne 29,

Ten.: 02 9321 753, e-mail: snejanka.deyanova@actavis.com
Bbyncrar / EUK: 831042432, BG 831042432

YBAJXKAEMH JAMH HTOCIIONA,

C HacrosimoTo, Bu npesicTaBsMe HAWIETO NEHOBO MPEIOKEHHE 33 M3TbIHEHHE HA obsBeHaTa oT
Bac npouenypa 3a ph3narate Ha oGmecTBeHa IOPHUKa ¢ NIpEIMET:

sllocmasxa na nexapcmeenu npodyxmu 3a 2018 2., omnyckanu no peda na Hapedéa N 34 om
25.11.2005 2. 3a peda 3a 3annawane om penybnukanckua 61w0dxcem 3a jeuenuemo Ha
Ovnzapeku zpaxcoanu 3a 3a60nA6AHUA u3evH o06xeama Ha 3a0vadicumennomo 30paeno
ocucypsaeane, sa 1eqenue Ha nhauuenmu cvc CITHH, myb6epkynosa, ncuxuunu u nogedenuecku
pascmpolicmea, Ovadcawu ce Ha ynompeba Ha onuoudu, CUHOpOM Ha 3asucumocm®, no
obocobena nozuyun Ne29 c npeomem Rifampicin,

o | Mewaperoen | b iema | | Hemasa | Demasa | - O6ma

~| - HPORAYKT HO ° - Ea.memac- | . -~ - " S

INN. - THPrOBCKO _6e; JUC 3a JUIC 3a mg ' | OmaKoBKa | ONAKOBKa C | - CTOHHOCT ¢
Rifampicin| TUBOCIN 0,000848 0,001018 25,45 8. 30, 54 18. 190 997,16 115,

3abenexncka: Kpaiinama edunuuna yena na npeonazanama Ro3uuus no cneyudpuxkayuama,
cneosa 0a ce gpopmupa 0o wecmu 3HaK ced decemuyHama 3anemas. Lenama 3a onaxosxa
cnedea 0a ce npednoiicu 00 émopu IHaK ced decemuunama anemas.

Taka npemtokenara IieHa BKJIIOYBA BCHYKH PasXO¥ 3a H3IIBIHCHHE npeaMeTa Ha
[opbyYKaTa.

IocoueHata ueHa € QuKcHpaHa, He NOIEKH Ha TIPOMAHA 33 CPOKA HA JAEHCIBHE Ha
JIOroBopa, OCBEH B cirydanTte Ha wi. 116 ot 30I1.

B ciyyait, ue mpes BpemeTo Ha AelCTBHE Ha OTOBOPA CTOMHOCTTA, KOATO ClefiBa 1a ce
3amama ¢ [yONnMYHM CPEJCTBA HA JIEKApCTBEHH MPOAYKTH OT I103UTHBHUS JIEKapCTBEH CIHCEHK
CTaHe 10-HUCKA OT JOTOBOPEHATA, Bh3NOXUTENAT 6€3yCIOBHO 3aIllaima JeKapCTBEHHTE IPOLYKTH
Ha I10-HHCKaTa [IeHa, OT JaTaTa Ha 00JBSBAHETO HA BJE3JINTE B CHJIA PEIIEHHAS MO pesa Ha . 18
ot Hapenbara 3a ycnoBusaTa, NpaBuiIaTa U pefia 3a PEryIHpaHe u PETHCTpHpaHE Ha IIEHHTE Ha
JIEKapCTBEHHTE NPOYKTH. B ciydanTe 10 NpeXoqHOTO H3pEUESHHE, CTOMHOCTTA CE ONpeens KbM
MOMEHTA Ha JaHbYHOTO CHONTHE (M3/1aBaHe Ha akTypa).

IIpeqoxeHATe LEHH Ca ONPENENEHH IHPH IBIHO CHOTBETCTBHE C YCJIOBHATA OT
JIOKYMEHTAIIMATA 10 IIPOLEeAypaTa.




3anskaBame ce, ako Hamara odepra Oble IpHeTa, A3 H3IBJIHAM H npegangeM
AOTOBOPEHATE PAabOTH, CHIIACHO CPOKOBETE H YCIOBHATA, 3aJIETHAIIH B JOTOBODA.

Ilpu ycnosue, ye GpaeM M36paHy 3a H3IBIHATEN Ha OOLIECTBEHATA NOPBYKA, HHE CME
CBIJIaCHH J1a IPEJOCTABHM TapaHIis 32 U3NBIHEHHE Ha 3ab/DKCHHATA II0 JOTOBOPA B pa3Mep Ha
3 % or croitHOCTTA MYy, 63 JIJIC B enna ot popmute mocouenu B ui. 111, an. 5 ot 30I1.

i
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IIpunooicenue No26

CIIMCBK HA KPAMHITE [OTYYATEJH HA TIEKAPCTBEHH HPOAYKTH
3A JJEYEHHUE HA NAIIMEHTH C TYBEPKYJIO3A ITPE3 2018 TOAUHA

1. "CBAJIII®3-bnaroesrpax" EOO/, rp. braroesrpan
2. "CBAJII®3-byprac" EOOJ, rp. Byprac

3.  "CBAJIII®3-Bapna" EOO/, rp. Bapna

4.  CBIIAJHI®3 "a-p Tpeiiman" EOO/, rp. B. TspHOBO
5. "MBAIJI "Cs. [letka" A/l, rp. Bunun

6. "CBAJIII®3 -Bpaua" EOO/L, rp. Bpaua

7.  "CBAJIBB- I'a6bposo" EOO/] rp. I'abpoBo

8. "ICBAIUIBb Lapuna Woanna" EOO/I, rp. TpsasHa
9. "MBAJI-Hobpuua" A/l, rp. Jo6puy

10.  AIIb, c. KapByna, 06n. JJo6puy

11. "MBAIJI I-p At. Jadposcku" A/l, rp. Kepmxanu

12.  "MBAIJI I-p H. Bacunes" AJl, rp. Kroctenaun

13. "MBAIJI Cs. UB. Puncku" EOO/J], rp. dynuuna

14. "CBAJIJIC- Jloseu", rp. JloBeu /JloBeu-3aTBOpa/

15. "CBAJIBB-Tposu" EOO/, rp. TposH, 0611. JIoBey
16. "MBAIJI [I-p Ct. Umnes"-A]l, rp. MonTana

17. CBAJIII®3- [Mazapmxux" EOO/, rp. Iasapmxux
18. "CBAJIBB-Ilepauk" EOO/, rp. Ilepank

19. "YMBAIJI I-pI'. Crpaucku" EAJ, rp. Ilesen

20. "YMBAIJI Cs. I'eopru" EAJ], rp. IInosaus

21. "MBAIJI Cs. UB. Puncxu" AJl, rp. Pasrpan

22. "CBAJII®3-Pyce" EOOJ, rp. Pyce

23. "MBAJI Cunucrpa" AJl, rp. Cutuctpa

24. "MBAJI I-p Us. Cenumuncku" AJl, rp. CiuBen

25. "MBAIJI I-p Bp. lllykepos" AJl, rp. CMoisiH

26. "MBAJIBb Cs. Copus" EAJL, rp. Codpus

27. "CBAJIII®3-Copus obnact” EOO/, rp. Codus

28. "CBII®3IUIP Llap ®epaunant [" EOOJ, c. Hckpen, o6m Csore, 0611. Codust
29. "MBAJI Teprosume" A/Jl, rp. Teprosuiie

30. "CBAJIII®3-Cr. 3aropa" EOO/], rp. Ct. 3aropa

31. "MBAIJI - Omyprar" EAJI, rp. Omyprar, o6:1. Teprosuiue
32. "CBAJIII®3-Xackoso" EOO/I, rp. XackoBo

33. "MBAJI lllymen" AL, rp. Lllymen

34.

"MBAJI Cs. ITanteneiimon" AJl, rp. AM601



Ilpuioxenne Ne3

IIPUEMATEJHO-TIPEJABATEJIEH ITPOTOKOJI

Neoooooodoooi I.

HHec,.................... ., B H3NbJIHEHHE Ha noroBop Ne............ lovoiiinnn 2018 r. 32 JOCTaBKa Ha JIEKapCTBEHH NPOLYKTH, OTIIyCKaHH no peaa Ha Hapen6a Ne34 or 2005 r.
MEXKIY QUPMA ..o, , MPEACTABABAHA OT ........c.c..ee.. s JUTBHKCHOCT. .. e euenennnencnes M KPAGH MONYYATEN ......ccuvnnnnnnns , IPEACTABIABAH OT ...oevvnnnnennn.n. ,
IUTBKHOCT...... ... ... .Ce M3BbPIIH NPeJaBAHETO U MPUEMAHETO Ha CIEAHOTO:

Pasnpeneneno Monyueno OcratbueH cpok | Ex. uenac | O6wa cToiiHoCT
Ne JlekapcTBeH MPOAYKT Mspka | Ilapt. Ne I'onen no:
P poay p P KOJIHYECTBO | KOJIMYECTBO Ha roasocT B % | JUIC, nB. ¢ JIC, ns.

—‘—O.:v:mm::.—,m JIEKAapCTBCHU MPOAYKTH OTroBapsT Ha U3UCKBAHOTO Ka4y€CTBO U HECHAPYUICH BBHUICH BUI. 3a OTKPHUTH HECHOTBETCTBUA C€ U3TOTBR OTIACJICH KOHCTATHBCH
OpPOTOKOJI.

[Tonpo6HO onMcanKUTe NPOAYKTH B NMPUEMATEHO-IPEAABATENHUA MPOTOKOJ Ca MOCTHIMIM B OBEPEHOTO HHM JiedueOHO 3aBefeHUe, 3aNpUXOACHH C NPHXOIEH CKIAI0B
JOKYMEHT Ne.............. e, r.

Hacrosimust NpUEMaTETHO-NpeaaBaTelieH MPOTOKOJ C€ CbCTaBU B TPHU obEOO@_.uNwE: CK3CMIUIApa — MO €1IMH 3a NPEAaBallusd 4 npueMaius, H €1l 3a M3.

[onyuun:............. e e s CbCTaBHI:. .............. e et
(kpaen nonyuamen, dama, noonuc u neuam) , (Oocmaeuux, Oama, noonuc u neyam)

3abeJiexka:

Huec, ...... e L., 83, JOMYHOMIACAHMAT .. euentueaeet et eeteteetetteenetneaneaneneaneienenaenne , KATO TIPEACTABUTEI HA ... eeveteeeenennaecnnieereeenneeanenineenaeiesinns ,

5 £ B 1 (4 2 (6 T OTKa3BaM Ja npueMa CJICAHUTE KOJIUUECTBA:




