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JHec, . ‘10){ ....... .. 2018 r., B rp. Codust, MexAy:

MMHWCTEPCTBOTO HA 3IPABEOIIA3BAHETO, c anpec: rp. Codus 1000, m.
,.Ceeta Henens* Ne 5, ¢ BYJICTAT Ne 000695317, npencrapnsBaHo oT Kupun AHaHUEB —
MHHHCTHP Ha 3/[paBeonasBaneTo H Mapus benoMopoBa — IMPEKTOp Ha aupexuus ,,bd“,
Hapu4aHo NO-J0JIy 32 KpaTKOCT »BB3JOXHUTEJ“, or enna ctpaHa

L,EU EHJ I ®APMA BBJTAPUSA* EAJI cbe ceflanuie H afpec Ha yIPABICHAC: IP.
Codus, paiton Hamexma, Poxen Ne84, EUK 131107072, npexacrasisgBaHo OT I-p
AJieKcaHabp MapHHOB, H3MNBIHATENEH MHPEKTOP, HAPHYAHO TMO-JOMy 33 KpaTkoct
A2A3HBJIHUTEJ, ‘

na ocHoBanue 4wi. 112 or 3akona 3a o0mecTBeHHTE MOPBHUKH H Pemenne Ne P/I-11-
99/02.04.2018 r. Ha Bb3J0KHTEId 3a KJIAaCHpaHe Ha YYacCTHHIHUTC 32 u3bop Ha
H3bJIHATE HA 00IIeCTBEHA MOPHUKA, Bb3jlaraHa 4pe3 oTKpuTa npoueaypa ¢ npeaMeT:
" JJocTaBKa Ha JIEKAPCTBEHH NPOAYKTH 32 2018 r., oTmyckann no pexa Ha Hapen6a Ne 34
oT 25.11.2005 r. 3a pesa 3a 3aIAIIaHe OT pemy0JIHKAHCKHS O10/KeT 3a JICYCHHETO HA
OBJIrapcKH rpaIaHH 3a 3200/ BaHHS H3BBH 00XBaTa HA 3aXB/UKHTEJIHOTO 3APAaBHO
oCHrypsiBaHe, 32  JIeUeHME Ha NANHEHTH CbC CIINH, Tty6epkyso3a, NCHXHYHH H
NOBeJeHYeCKH PA3CTPOiicTBa, AL/UKANIM ce HA yNoTpe6a HA ONHOMIM, CHHIPOM Ha
3aBHCHMOCT 110 060co0eHa mo3unus Ne 14 ce CKIIIOYH HACTOSIIMAT 0TOBOP 32 CIICAHOTO:

1. IPEAMET " CPOK HA 1OI'OBOPA
1.1. BB3JIOKUTEJIST Bb3nara, a ABINBJIAHUTEJIAT ce 3axbmxasa 1a M3BBPLIH
JI0CTaBKa Ha CIIE/IHNTE JIEKapCTBEHH MPONyKTH:

ATAZANAVIR Hard capsules 12 204 000

1.2. JIoroBophT BiM3a B CHJIA OT JIaTaTa Ha HOIMCBAHETO My OT ABETE CTPAHH € CBbC
cpoxk 0 28.02.2019 r. Ilo oTHOIIEHHE Ha ., VciioBHS, HAYMH U CPOK HA MIallaHe, CPOKBT Ha
NEeHCTBHE € CHINIACHO JOTOBOPEHOTO B Pasnen 111 u Pasnen VII oT HacToAIIUSA AOrOBOP.

1I. HEHU U OBI{A CTOMHOCT HA
JIOCTABKMTE MO JIOTOBOPA _
2.1. IleHatra Ha CTOKHTE IO qi1.1, ChrIacHO MPENCTaBEHO ICHOBO MPCIIOKCHHE,
HepaSJIeJIHa t-I‘aCT OT AOTOBOpa € KaKToO ClIeaBa.

eyataz caps. 300 mg N :
x 30 0.068850 | 0.082620 |619.65 nB. |743.58 1. | 1008 294.48 .
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2.2. lleHata BKIIOYBa CTOMHOCTTA Ha CTOKAaTa, ONAKOBKa, MHTHH €L ‘ ““,—Tamﬁ,}
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MHHHMaJIEH CPOK Ha TOIHOCT He IO-KpaThK OT 60 /mrectaeceT/ Ha CTO OT OOSIBEHHS OT
TIPOM3BOIUTEIIS KbM JaTaTa Ha BCAKA 0CTABKa.

2.3. O6maTa CTOHHOCT Ha Jorosopa e 1o 840 245,40 nB. (OCEMCTOTHH M YETHUPHACCET
XWNSIH, qBecTa deTupuaeceT u et u 0,40) nesa 6e3 BKIIIOYCH JUIC, no 1 008 294,48 nB. (enuH
MHJIHOH, OCEM XHJIS/IH, IBECTA JEBETACCET ¥ YETHPH 1 0,48)nesa, ¢ Bmouen JUIC.

2.4. llenara o noroBopa € QUKCHpaHa, He TIOUIEXKH Ha IPOMSIHA 34 CpOKa Ha JieficTBHE
Ha JOroBOPA, OCBEH B CIyYauTe Ha wi. 116 oT 30I1. B ciyuaii, 4e pe3 BpEMETO Ha JIEHCTBHE
Ha JIOroBOpa CTOMHOCTTA, KOATO CJIe/(Ba [ja CE 3aIliala ¢ myOMYHE CPEACTBA HA JIEKAPCTBEHH
MpoAykTH OT IIO3WTHMBHHS JEKapCTBEH CHHCBK CTaHE IIO-HHCKa OT JIOTOBOpEHATa,
BB3JIOXKUTEJT Ge3ycioBHO 3amaiia JEKapCTBEHHTC HNPOAYKTH Ha NO-HHCKaTa 1ICHa,
CUMTAHO OT Jarara Ha oOsSBABAHETO HA BJC3JIMTE B CHJIA PCIICHUS MO pela Ha 9. 18 ot
Hapen6ara 3a ycloBHATa, IPAaBAJIATA M Pella 33 PEryiupaHe W peruCTPHPAHE HA LCHATC HA
JIeKapCTBEHHTE TPOIYKTH. B cirydante Mo IPEAXONHOTO U3PEICHHUE, CTOMHOCTTA c€ ONpees
KBM MOMEHTA Ha JaHBYHOTO ChOHMTHE (U3JaBaHe Ha aKTypa).

II1. YCJIOBYSI 1 HAYUH HA IUTAIMAHE

3.1. Il1aImaseTo O HACTOAIIMS JOTOBOP CE OCBHINECTBABA Ype3 OAHKOB MPEBOA OT
ctpana Ha BB3JIOXKUTEJIA no mocogenara B . 15.3. 6anxoBa cMetka Ha USTTBJIHUTEJISL.

3.2. 3anamaHeTo Ha CTOKHUTE IO JIOrOBOpa C€ M3BBHPIIBA OTI0XKEHO B CPOK N0 30
/Tpunecer/ IHH, ClE]l IPeACTaBsHe Ha CIEHATE NOKYMEHTH:

1) JlocraBHa akTypa, ChCTaBeHa CBINACHO M3MCKBAHHATA HA 3J1C u HII3JC —
opuruHai u 2 (18a) Oposi 3aBEPEHU KOIIHS; o ’

2) IlpuemarenHo-IIpenaBaTeIHH MPOTOKOIH IO obpazeny Ha MHHHMCTEPCTBOTO Ha
3/[paBeOMa3BaHeTo, ChITIACHO [IpHiIoXKeHHE Ne 3;

3) OGoO6IueH ONKC Ha IPOTOKOIUTE — 3 (Tpu) 6pos;

4) Tlucmenu = 3adBKHM-pasmpelieNicHus, HM3rOTBCHH  OT MUHHCTEPCTBOTO  HA
3/]paBEONAa3BaHETO H 3aBEPEHH OT KPaHHHUTE T0JIyaTeIH;

5) CepruduxaT 3a 0cBOOOXIaBaHE HA BCAKa MapTHIA, HU3IaAcH OT KBATH(UIHPAHO
mune o 3JIIXM — 3aBepeHo OT H3IBIHUTENS KOMHE, B IIPEBO/ Ha 6BITapCKH €3UK OT QHPMa,
CKJTIOUMJIA IOTOBOP ¢ MMHHCTEPCTBO Ha BBHIIHMTE PaOOTH 3a W3BBPIIBAHC HA ounHaTHA
TIPEBOIH. ' .
36poeHnTE HOKYMEHTH Ce IpPEACTaBAT B JENOBOACTBOTO Ha MpuHHCTEpCTBO Ha
3/IpaBeona3BaHeTo, KIaCHPaHH M NPHKAYEHH B Maka. B mamkara ce mpuiara IIMCMO C OITUC Ha
CHIBPIKALIMTE CE B Hes TOKYMEHTH, KaTo 3abJDKHTEIHO CE I0COUBAT HOMEPaTa, NATHTE 1 Opos
Ha MPHIIOKEHUTE JOKYMEHTH OT BCEKH BHIL.

3.3. B ciuyudail, ye mocoYeHHTE B Wi 3.2. JOKYMEHTH Ca HEPEIOBHH MM HE cad
xoMmmiekToBany, coiute ce Bpbuar Ha U3IITBJIHUTEJIA ¢ npuematenso — NpeaaBaTencH
IPOTOKOJ 33 HU3MPaBsIHE Ha HEPEAHOCTHUTE. CpoxbT 00 9. 3.2. 3am0yBa Jja Te4e OT Jarata Ha
IIPEICTAaBSIHETO Ha MOCIEIH S H3UCKYEM C€ IOKYMEHT.

1V. CPOK HA TOCTABSHE
4.1. CITMH u TyGepkyno3a ,

Bcesika oT/€eNHA JOCTaBKa, IpeIMeT Ha HaCTOSMIUS AOTOBOP, Clie/iBa ia Obae AOCTaBeHa
B cpok mo 10 (gecer) paGOTHH IHH CI€/l MOJTy4aBaHE Ha 3asBKaTa-paslpefeNcHue OT
BB3JIOKUTENS M 33 KOJIMUECTBATa, TOYHO ONpPENICICHH B 3asBKaTa. 3asBKaTa-pa3npencieHue ce
perscTpHpa ¢ H3XOJAIl HOMEp OT JCNOBOACTBOTO M C€ BpPbYBa OT EKCHEPT OT OTHEN
,JlekapcTBeHH NPOAYKTH H MEIHLMHCKA M3ACIHS U KOMHCHM® Ha IUPEKIHA ,,JIEKagCTREHA
IONMTHKA® JIMYHO Cpelly NMOANKC Ha MPEICTaBHTEN Ha M3NBIHATEIA IO JOTORY AN
M3Ipama ¢ MpenopbhYaHo MUCMO ¢ 06paTHa pasnucKa, WM 10 Gakc, HIH 1o €l 3) OHEH JTBT \
TIipH YCJIOBHATA M IO peja Ha 3aKoHa 3a eJIEKTPOHHUS JOKYMEHT U €ICKTPOHHH ngméz’ /
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4.2. TIcuXVYHA ¥ NOBEAECHYECKH Pa3CTPONCTBA, bDKAIIH CE Ha YIIOTpeOa Ha OMHOMIH,
CHHJIPOM Ha 3aBHCHMOCT

IIppBarta JOCTaBKa OT ByMeCeYHaTa 3as1BKa-paslpeic/ieHHE CE H3MbIHABA B CPOK 10 4
(deTpu) pabOTHH AHH CiIeX MOJTy4YaBaHE Ha 3asdBKa-pasmpeefieHHe OT BB3JIOKHTCIA U 3a
KOJIMYECTBA, ONPENEIEHH 3a 1 (€/1Ha) CeIMULIA, CHITIACHO CEIMHIHMS IpaduK KbM 3asiBKaTA.

Besika cieBania execeIMHYHa JOCTAaBKa B pAMKHTE Ha 3asBKaTa CE M3Mb/IHABA Ha 7-Hd
(cenMus) €H OT MOCTEHATA JOCTAaBKa, B ChOTBETCTBHE C M3UCKBaHMATA Ha Wi. 13, ai. 2 ot
Hapen6a Ne2 ot 20.06.2012 r. 3a ycioBHATa M pela 3a OCHILIECTBIBaHE Ha IIpOrpaMH 3a
JleYeHHe ¢ arOHUCTH M arOHUCTH-aHTArOHHCTH HA JIMIA, 3aBUCHMH KbM ONHOUIH. 3asdBKaTa-
pasmpezieieHHe ce PETHCTPUPA C H3XO/IAIN HOMED OT JIEJOBOACTBOTO H CE BpbYBa OT eKCIIepT
oT otmen ,JlexkapcTBeHH nponylcm A MEIMUIUHCKM H3JCUA, U KOMHCHHM™ Ha IHPEKIHs

,JleKapcTBeHa MOJHTHKA" JTHUYHO Cpelly [OANKC Ha IPEACTAaBHTEN Ha H3MBJIHUTENS 110

JIOTOBOPa HIIH CE H3Mpallia C PENOPHYaHO MUCMO ¢ 00paTHa PasIUCKa, UK 10 (akc, umm no
eleKTPOHEH BT NpPU YCIOBHATA W IO pela Ha 3aKOHa 32 €JNEKTPOHHMS JOKYMEHT H
€JIEKTPOHHHUS MTOJIHC. ‘

4.3. U3ITBJIHUTEJAIT ce 3agpikaBa, B CpOK OO ABa AHH IIPEAM BCSIKa TOCTaBKa Ja
yBegomu mucMeHo uin 1o daxc Bb3JIOXKUTEJIA 3a u3sbpiiBaHe Ha JOCTaBKATE HA CTOKHTE,
npeaMeT Ha HAcCTOSIOMA A0rosop. IIpd HEBB3MOXHOCT 3a H3BBPIIBAHE HA JOCTABKUTE Ha
CTOKATE MpeaMeT Ha HAaCTOSmHMA JOTOBOP -J]a YBEIOMH MNHCMEHO WM 10 axe
BB3JIOXKUTEJIA. ‘

4.4. 3a KONMUECTBA JOCTABEHH M3BBH 3asdBKaTa — pasnpejaenenye no wi. 4.1. u 4. 4.2.,
BB3JIOXKUTEJISAT HaMa 3agpikeHue 3a IUIallaHe.

4.5. JlocTaBsHETO HA CTOKM Oe3 3asBKM — Daslpelie/ieHHs € JONyCTHMO CaMo B
M3KJIFOUUTEIHHA ClIy4aH, 3acTpallaBaliy )KHUBOTA H 3[PaBETO Ha IPXNAHUTE U CIEJ U3PHYHO
IHCMEHO MOTBBPKICHHE OT CTPaHA HAa MHHHCTBPA MIH CHOTBETHHS PECOPEH 3aMECTHHK —
MHHHUCTBP.

4.6. B cyuawure 1o wi. 10.2. 0T 70oroBopa, CpOKBT 110 Wi. 4.1. u 1. 4. 2 3aIroyBa J1a Te4e
oT fartara Ha nmucMeHoTo ceriacue Ha Bb3JIOKHUTEJLLL

4.7. B ciydauTe Ha TPEIOCTABEHO AApeHHE OT LMTUpaHuTe B Wi 1.1. JekapcTBeHH
NpOAYKTH Ha KpaifHWTe IOJMydYaTelH, 3asBKH-pasmpesiesieHHs OT MEHHCTEPCTBOTO Ha
3IpaBeoNa3BaHeTO Ce BPHUBAT ClIE]] H3YePIIBAHE Ha JIAPESHHETO.

V. MSICTO HA JOCTABSIHE

5.1. MsicTo Ha JOCTaBsHE:

5.1.1. 3a MSCTO Ha JOCTaBsSHE Ha JIEKAPCTBEHHU MPOAYKTH 32 JICUCHHE Ha nauHeHTn CBC
CIINH ce onpezensr KpaWHHTE MOJYYaTeNH, CHIIACHO IMpunoxenne Ne2a — CoHCBK Ha
KpalHUTE MOJIyJaTeIn Ha JIEKApCTBEHU NPOAYKTH 3a JICUCHHUE HA MAlUCHTH CbC CIINH npe3
2018 . .

5.1.2. 3a MsICTO Ha JIOCTAaBsHE HA JIEKAPCTBEHHUTE IPOLYKTH 3a JICUeHHE Ha TyOepKyIio3a
ce OIpe/eNaT KpaitHuTe mosydarend, chriacHo Ilpunoxenne Ne26 — CruckK Ha KpadHUTE
HOJIy4aTeNd Ha JIEKAPCTBEHH MPOLYKTH 3a JICUCHUE HA IAlMECHTH C Tybepkyosa mpe3 2018 r.
(Henpunoicum,).

5.1.3. 3a MSCTO Ha NOCTAaBsIHE Ha JIEKAPCTBEHUTE IPOJYKTH 3a JICUCHHE HA NALIMEHTH C
ICHXWYHE ¥ TOBEICHYECKH PA3CTPOMCTBa, AB/DKAIH Ce HAa ynoTpeOa Ha ONMOMAH, CHHIPOM
Ha 3aBHCHMOCT C€ ONpEMeNAT KpaiHWTe MolydaTend — JedeOHH 3aBez(eHn;1 HOJIY4HIIH
paspeuterue 3a 2018 r. 3a jleyeHHe ¢ aTrOHUCTH H aTOHUCTH- -aHTarOHHCTH Ha Jmu _aB“fImnM
kM omuouad mo pena Ha Hapenba Ne2 or 20.06.2012 r. 3a ycnoBus
OCHIIECTBSBaHE HA MPOrpaMH 3a JICUCHHE C arOHKCTH U aroHHCTH-aHTaro s \%.
3aBHCHMH KbM onumouau (06H., JIB, 6p. 49 ot 29.06.2()12 r.), ceraacHo 11 %}%@H@NQZB \
(Henpunoxcum,).




5.2. PHCKBT OT ciiy4allHOTO MOTHMBaHE WM MOBPEXKIaHE Ha CTOKUTE MPEMUHABA BHPXY
BB3JIOXKUTEJIA o MOMEHTa Ha IpHEMaHETO MM Ha MICTOTO Ha JOCTaBsHE C IPUEMATEITHO-
npeaBaTeneH IpOTOKOIL

VI JATA HA TOCTABSHE HA CTOKHUTE
6. 3a 1aTa Ha JOCTaBAHE CE CUMTA 1aTaTa, Ha KOATO CTOKUTE Ca JOCTaBEHH J0 KpaitHuTe
HOJTy9aTeNy, Iy yCIOBHSTa Ha Wwi. 9.2.

’

VIIL. 3AABJIKEHUA HA N3INBJIHUTEJIA

7. UITBJIHUTEJIAT ce 3appmkaBa: /

7.1. Jla moctaBH CTOKMTE B JOTOBOPEHHMS CPOK M Ja I'M [pelaae Ha KpailiHuUTe
MOJy4JaTesy. v '

7.2. la mpenaae CTOKUTE, NAKETHPAHH U MApKUPaHH B CHOTBETHHS BUJl, KOJTHYECTBO H
Ka4yecTBO Ha MACTOTO Ha JIOCTaBsHE. ’

7.3. Ilpu noAanucBaHETO HA AOTOBOPA A MPECTaBH:

a) goxyments mo 4. 112, an. 1 or 3011 uznaneHn OT KOMIICTEHTHUTE OpraHy;

0) rapaHius 3a U3NBIHEHUE, B €1HA OT (popmuTe, onpeneneru B wi. 111, am. 5
ot 30I1, xosaTo ce ocBobox)aaBa 10 60 oHU cien NPUKIIOYBAHE U3IBIHCHHUETO HA JOTOBOpA.
lapanuusta e B pasmep Ha 3 % ot croiiHocTTa Ha gorosopa 6e3 JI/IC u Bp3nu3a Ha 25 207,36
JieBa.

7.4. Jla mocTaBs JICKApCTBEHU IPOTYKTH, KOUTO OTTOBApAT HAa H3UCKBAaHUATA Ha 3aKoHA
3a JIEKapCTBEHUTE NPOAYKTH B XyMaHHaTa MeaunuHa (3JIIIXM) — npuapyxenn ¢ BamuaHO
paspenieHre 3a ynorpeba B cTpaHata, u3jajacHo no peaa Ha 3JIIIXM unu Pernament (EO) Ne
726/2004 r. Ha EBponeiicknas napnamedT U CoBera /an. 23, an.l na 3JIIIXM/. B cnyuait Ha
M3THYaHE HA CPOKA Ha PaspellleHHETO 3a YIoTpeGa Ha JeKapcTBeH Mpoaykr mpe3 2018 r.,
YJaCTHHKBT JEKIapupa B CBOTBETCTBHE ¢ Wi. 55, anm. 6 ot 3JIIIXM, 4e konuuecTBara 3a
JIeKapCTBEHHS IIPOAYKT Ca HAJIMYHH.

VIIIL. 3AABJIKEHUS HA Bb3JIOXKUTEJIA

8. BB3JIOXKHUTEJIAT ce 3anbikasa:

8.1. Jla mpueMe JIOCTaBEHHTE B CPOK M Ha MSCTO CTOKH, CHOTBETCTBAIld IO BHUJA,
KOJIHYECTBO M KA9€CTBO Ha OMTUCAHOTO B HACTOSIIMS JOTOBOP.

8.2. Jla 3amnaTH JOCTaBEeHHTE CTOKA MO pea Ha wi. 3.1., 3.2. u 3.3. oT HacToAmus
JIOTOBOP. :
8.3. Cren mpUKITIOYBAHE HM3MBIHEHHETO Ha JIOrOBOpa Ja OCBOOOIHM rapaHuusTa 3a
U3IIBJIHEHHE, Oe3 Ja IBIDKH JIMXBH 3a CPOKa, Ipe3 KOHTO CpelcTBaTa 3aKOHHO Ca IIPECTOANH Y
HETO. :

IX. MIPUEMAHE 1 IIPEJABAHE HA CTOKUTE
9.1. [IpreMaHeTO Ha CTOKHUTE CE M3BBHPIIIBA HAa MACTOTO Ha JOCTABSHE OT NPEJCTaBUTE]
Ha KpaifHUTE MOoIy4aTein.
9.2. USITBJIHUTEJAT u npencraBuTen Ha KpaWHHTE MHONyYaTeSd MOANUCBAT
TpYeMaTeNHO-TIpeiaBaTeseH IIPOTOKOI, YAOCTOBEPABALIl TOTYYaBaHETO Ha CTOKHTE.

X. TAPAHIINHU U CPOK HA TOJHOCT

10.1. KbM garata Ha JOCTaBKaTa, OCTATBYHMAT CPOK Ha TOJHOCT Ha CTOKHMTE HpPEIMET

Ha HACTOSIIHSA JTOTOBOP, clie/Ba fa 6ble He Mo—-Marbk OT 60 /mecTaeceT/ Ha CTO OT O0ABEHHUS
OT IPOM3BOAUTENS KbM AaTaTa Ha BCAKA JIOCTaBKa.

B ciy4ait Ha JOCTaBKa Ha JISKApCTBEHHUS MPOAYKT C 10 — KPAaThK OT JOTOB

Ha rogsocT, USITBJIHUTEJIAT abmku HEYCTOMKA, KAKTO CJIEABa:
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oT 59,99% mo 50% - 20 % BBpXY CTOMHOCTTA Ha JOCTaBKaTa,
oT 49,99% 1o 40% - 30 % BBpPXy CTOHHOCTTA Ha IOCTABKATa,
ot 39,99% 1o 30% - 60 % BBpXy CTOITHOCTTA HAa JOCTABKATa;
ot 29,99% 1o 20% - 75 % BbpXy CTOHHOCTTA Ha JOCTABKaTa;
- mox 20% - 90 % BBpXy CTOHHOCTTa Ha JOCTaBKaTa.

10.2. loctaBkara Ha JIEKapCTBEH MPOJYKT € OCTaThYEH CPOK HA TOJHOCT IO-MAIBK OT
30 Ha cTo OT OOSBEHMS OT IPOM3BOMWTENS CE€ H3BBPIIBA CaMO C MUCMEHO ChIJIacHe Ha
BB3JIOXKUTEJIS 3a KOHKPETHO KOJIHYECTBO, OIpPENENIeHO OT Hero. bes H3pH4HO NMHCMEHO
coermacue Ha BB3JIOXUTEIS crokute HAMa na OBAaT 3amiamniaHd. VickaHeTo 3a MHUCMEHO
chIVIaCHE CIIEABA J1a MOCTHIH B AeaoBoacTBOTO HAa BB3JIOXUTEJISA B cpok mo 3 (Tpu) AHH OT
mOJIy4aBaHE Ha 3asBKaTa-paslipelelieHue. -

10.3. BB3JIOXUTEJIAT Moxe Ja oTKaxe IPHEMAHETO Ha CTOKHMTE, aKo B JCHsS Ha
TAXHOTO IPUCTHUTAHE HIM TNpHEMaHe OCTaThYHHUSA CPOK Ha TOAHOCT € N0 — MalmbK OT
onpenenesus B 4i. 10.2. MUHAMaJIEH CPOK HA TOJHOCT.

10.4. B cnyyait Ha 6€3MIaTHO OCTaBSHE HAa HAKOM OT CTOKHTE 110 0r0BOpa, ChIVIACHO
norosopenoro ¢ HW3IIBJIHUTEJIS, cemmre ciena na OTroBapAT Ha MNOCOYCHHUTE OT
BDB3JTOXUTEJIS n3uckBanusa, OTHOCHO CPOK Ha TOOHOCT ¥ CPOK Ha JOCTABKA, B CbOTBETCTBHE
¢ touku 4.1.,4.2. 1 10.1. '

XI. OTTOBOPHOCT 3A HETOYHO U3IIbJHEHUE. PEKJIAMAITNN

11.1. BB3JIOXKUTEJIAT moxe na npeasssasa pexiamaruu npex U3ITBJIIHUTEILA 3a:

a) KOJIMYECTBO U HEKOMILIEKTHOCT Ha CTOKHTE HIIM TEXHMYECKATa JOKYMEHTANusl (IBHU
HEAOCTAThIIN);

6) Ka4ecTBO (CKpPUTH HEOCTATHIH):

- IpH JOCTaBsiHE Ha CTOKH HE OT JOTOBOPEHHMS BHJ, IOCOYEH B WL 1;

- Ip¥ KOHCTaTHpaHe Ha A¢EKTH IpH ynoTpeba Ha CTOKHTE.

11.2. PexiaManuy 3a SBHH HeIOCTaThlld Ha cTokute ce mpassaT oT Bb3JIOJKHUTEJLA,
9pe3 KpallHUTE [IOJyYaTesld Ha CTOKUTE, B MOMEHTa Ha IPEJaBaHETO MM, 338 KOETO CE€ ChCTaBs
[POTOKOJ, IIOATMCAH U OT JBETE CTPAHH.

' 11.3. Pexnamanuu 3a CKpUTH HEJOCTATHIM CE MPAaBAT Mpe3 HEIIUA CPOK Ha FOAHOCT Ha
JIOCTABEHHTE CTOKH, KaTo peKjJaMalusTa ce NpUApYXapa 3aJbJDKATENHO OT KOHCTAaTHBCH
IIPOTOKO, H3AaJicH OT M3NnbIHATENHATA ar€HIIUS 34 JICKapCTBaTa.

‘ 11.4. BB3JIOXHUTEJIAT e mrexen na ysenomu nucMeHo HIITBJIIHUTEILL 3a
yctaHoBeHHTe ekt B 15 (IeTHamECeT) AHEBEH CPOK OT KOHCTATHPAHETO HM.

11.5. B pexiamanuure ce OCOYBa HOMEPHT HA JOroBopa, TOUHOTO KOJUYECTBO Ha
MOMYYEHNTE CTOKH C TEXHHA MapTHIEH HOMEDP, OCHOBAHHETO 3a peKiaMalys 1 KOHerTHOTO
uckare Ha BB3JIOXKUTEJLA.

11.6. B 10 (geceT) OHEBEH CPOK OT NoNydaBaHe Ha pexiamarusita, USITBJIHUTEIAT
ciie/iBa ia OTTOBOPH Ha BB3JIOKUTEJIS nucMeHo U KOBKPETHO JaJIH nprema pexIaManusaTa
WM S OTXBBPIIA.

11.7. Ilpu pexnamauus 3a sBed Hepoctarbi H3ITBJIHUTEILAT e mrbxen B
eHOMECEUYeH CPOK OT IOJy4aBaHe Ha peKjIaMalusaTa 3a CBOS CMETKa M PHCK Jia JOCTaBU Ha
MSACTOTO Ha JIOCTABSHE KOJMYECTBOTO JIMIICBAIIM B JOCTaBKaTa / HEKOMILIEKTHH JOrOBOPEHH
CTOKH.

11.8. Ilpu pexnamarms 3a ckputa HepoctaTsiu M3ITBJIHUTEJIAT e mibxen B
€JIHOMECEUEH CPOK OT MONy4aBaHETO i 1a 3aMEHH JOCTaBEHHTE HEJOTOBOPEHH IO BUI /
nedeKTHH CTOKH 3a CBOsI CMeTKa M PHCK MM mo npenenka Ha BB3JIOKUTEI na
CBHOTBETHATA YacT OT 3aIIaTeHaTa IeHa, BEIHO C Jb/DKUMHUTE JIMXBU. <

11.9. M360pbT Ha IOCOYECHHUTE IIO-TOPE BE3MOXKHOCTH J1a C€ BbPHE CBOTBET /a ‘.IaC»

[JIATEHOTO WM Ja ce J0CTaBAT HOBH cTokdM mnpuHamiexd Ha BDH3JIOXK EJU{ g’ cer
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yIpaxHsiBa OT Hero mox ¢opmara Ha mHCMeHO yBexomuenwe o WM3ITBJIHUTEJIA, xato
pa3XoIuTe H PHCKOBETE II0 HOBOTO JocTaBsiHe ca 3a cMeTka Ha U3ITBbJIHUTEJLA.

11.10. PexiaMHpaHHTE CTOKH C€ ChXpaHSBAT OT CHOTBETHHS KpacH IMOJIy4area [0
ypexIaHe Ha peKiaMalliHTe.

XII. OTTOBOPHOCT IIPU HEM3ITBJIHEHUE

12.1. 3a HeM3nBIIHEHUE HA 3aABIDKCHUATA CH TIO HACTOSIIHS JOTOBOP C H3KIIOYEHHE HA
te3n o wi. 10.1. m wr. 10.2., UITBJIHUTEJIAT nwmxu HeycToiika B pasmep Ha 0.7% Ha nen
BbPXY CTOMHOCTTa Ha HEU3ITBIHEHOTO B IOTOBOPEHUTE CPOKOBE 3aIBJKEHHIE, HO HE IIOBEYE OT
10% (necer mpoireHTa) OT CTOHHOCTTA Ha HEH3NBIHEHHETO, KAaKTO M oOe3lleTeHHe 3a
[IPETHPIICHUTE JACHCTBUTEIHM BPEAM B CIydauTe, KOraro Te€ HAaIXBBPIAT JOTOBOpEHATA
HEYCTOMKa. ’

12.2. Koratro npu Hanuuyue Ha peknamaiuu, W3ITBJIIHUTEJIAT we usubinu
3a0b/DKEHHATa CH Mo paszgen XI OoT HacTosImUs JOTOBOP B CPOK, CBHIIMAT AB/DKH Ha
BB3JIOXUTEJLA HeycToiika B pa3mep Ha 2 % OT IieHaTa Ha CTOKHUTE, 3a KOMTO Ca HallpaBeHH
peKIaMaluTe.

12.3. BB3JIOXHUTEJIAT ynosaeTBOpsABa MPETEHIUUTE CH OTHOCHO HEM3IBIHEHHETO
Ha JI0OroBOpa, KaKTO U 3a 3amainade Ha Heycrohkute ot crpaHa Ha U3ITBJIHUTEJIS kato -
3a7bpKa rapaHLMATa 3a H3NbJIHEHue 110 wi. 7.3, OykBa ,,6“ oT JoroBopa.

_ XIII. ®OPCMAKOPHHU OBCTOSATEJICTBA

13.1. CtpanuTe 10 HACTOSIMSA JOrOBOP HE IBIDKAT 00€3IIETEHHE 32 IIOHECEHH BPEIH U
3aryOu, aKo IOCIECHUTE ca IPUYMHEHH B Pe3yJITaT Ha HENPEOJOIHMa CHIIA.

13.2. Ako cTpaHara, KOSTO € CleJBaIO JIa U3IBIHU CBOE 3aJbDKEHHE HO JIOrOBOpA €
6una B 3a0aBa, TS HE MOXeE J]a c€ I030BaBa Ha HEMPEO0JIMMa CHIIa.

13.3. ,,Henpeogomima cuna“ mo cMHMchia Ha TO3H JOTOBOP € HENPEIBHACHO H/HIIH
HEMPENOTBPATUMO CHOMTHE OT M3BBHPENEH XapaKTep, BB3HUKHAIO CJIEJ] CKIIOYBAHETO Ha
JIOrOBOpA.

13.4. Ctpanara, 3acersara OT HeMIpeoOJIMMa CHIIa, € JUIbKHA J1a IpeAIpHeMe BCHUKH
NEeWCTBHUA ¢ rpxaTa Ha JoO0Bp CTONAaHMH, 32 Ja HaMald 1O MUHHAMYM IIOHECCHHTE BpPEIH H
3aryOu, KakTo U J1a yBeJOMH IHCMEHO JApyraTa cTpaHa B 7-AHEBEH CPOK OT HaCTHIIBAHETO Ha
HempeooanuMaTa cuia. [Ipu HeyBenoMsBaHe ce bk 00e3MeTeRHE 33 HACTHIMIATE OT TOBA
Bpenu. - Hempeogonumara cuina ce OoKa3Ba OT 3acerHarara CTpaHa cbC cepTHdHKaT 3a
¢dopcMakop, U3LiafieH MO0 CHOTBETHHUS pell OT KOMIETEHTHUS OpraH B AbpXaBara, B KOATO ca
HACTHIUIN POPCMAXOPHUTE OOCTOATENCTBA.

13.5. Jloxato Tpae HempeogoIMMara CHIIA, W3NBIHCHAETO Ha 3aI(bIDKEHAATA |
CBBP3aHHUTE C TAX HACPELIHH 3aII’bJI)I(CHI/I}I ce cIupa. :

13.6. He npexacraBnsBa “HenpeomonnMa cuiia” cbOUTHE, IPUIMHEHO 110 HEGPEKHOCT
WM Ype3 YMHIUIEHO NEHCTBHE Ha HAKOS OT CTPaHUTE WJIM TEXHU IIpEACTABUTENH H/WIH
CIIY>KHTENH, KAaKTO M HejocTUra Ha napuydHi cpeactsa Ha Bh3JIOKUTEJIA.

XIV. CIIOPOBE

14.1. Bp3HUKHAIATE [Ipe3 BpEMETPACHETO Ha JJOrOBOPA CIIOPOBE H pasnomacm MEXIY
CTpaHHTE CE pelIaBaT Ype3 MPEroBOpU MEXAy TaX. [locTHrHaTHTE JOrOBOPEHOCTH c€ OQOPMSAT
B ImicMeHa GopMa U ce TIPeBpbIIAT B HEpA3/Ie/IHa YacT OT JOroBopa.

14.2. B cnydyaii Ha HeNmoCTHraHe Ha JIOTOBOPEHOCT MO NPEAXOJHHUS WICH, BC
CIIOpOBE, TIOPOACHH OT TO3U JOTOBOP MM OTHACALIM CE€ JO HETO, BKIIOUUTEIHO
MIOPOJIEHH OT WJIM OTHACSINM CE 10 HETOBOTO ThIKyBaHE, HEACHCTBUTEIHOCT, H ae
YUIM [IpeKpaTsiBaHe e GhJaT paspeiaBaHH ciope/l GBIrapckKHTe MaTepHanty u Aifdnecyanin. )
3aKOHH OT KOMIIETEHTHHS ChJl 1o peaa Ha ['TIK. o




XV. ChbOBUIEHUSA
15.1. Becuuku choOleHHss MEXAY CTpPaHHTE, CBBP3aHH C H3MBIHEHHETO HA TO3M
JIOTOBOp Ca BalWIHH, aKo ca HalmpaBeHH B INHcMeHa ¢(opMa M ca MOJIHCAaHH OT
ynbiaOMolIeHuTe npeactasutend Ha U3ITBJIHUTEIA um BB3JTOXUTEJLA.
15.2. 3a nara Ha chOOIIEHHUETO CE CMATA:
v/ jaraTa Ha OpeJaBaHeTo — [IPH PHUHO [pe/aBaHe Ha CHOOINEHHETO;
v/ [arara Ha MOILEHCKOTO KJIeiMO Ha obpaTHaTa pasmucKa — IPH U3MpallaHe 110
[oIiara; _
v/ Jarara Ha IPHEMAHETO — [IPH U3MpaIiaHe mo ¢axc wid e-mail.
15.3. 3a BanMHH aJpecH 3a IPHEMaHEe HAa CHOOIICHHS B GAHKOBY CMETKH, CBBP3aHH C
HACTOSIINS JOTOBOP CE CMSATAT:

3A U3IIBJHUTEJIA: 3A BB3JIOKHUTEJIA:
»Eit Enn Jln ®@apma bearapus™ EAJL MunucTepcTBO Ha 3paBeOa3BaHETO
rp. Codus, kB. CTyI€HCKH rpaj rp. Codus 1000
yi.“TIpod. Anexcanasp Pon Ne 2, 1. ,,Ceera Hepena™ Ne 5
BX. b, eT. 7
men.02/88103990, men.02/9301 116 o ’
¢gaxc 02/8103993 , gaxc: 02/9301 219
e-mail:irena. kunova@adpharma.co e-mail:m.bankov@mh.government.bg
bankoea cmemka bankosa cmemxa

3. BHb LleHTpanso ynpasieHue
T : IBAN: BG83 BNBG 9661 3000 1293 01,
BICkog ™77 T T BIC xon na BHb — BNBG BGSD

15.4. IIpu mpomsiHa Ha nnocodeHus no wi. 15.3. agpec u 6aHKOBa CMETKA, CHOTBETHATA
CTpaHa € [UThHA JIa YBEIOMH IpyraTa B TPHIHEBEH CPOK OT IPOMSHATA.

XVI. O3 BJIHUTEIA

16.1. O6mwm ycnoBus npusaoxumu KeM llogusneaaurenure:

1. 3a u3BppHIBaHe Ha JeiHOCTHTE 10 JloroBopa, M3mbIHHTENAT HMa IIPaBo fa [0JI3Ba
caMo HOAM3IBIHATENNTE, IIOCOYEHH OT Hero B odeprara, Bb3 OCHOBA Ha KOSATO € M30paH 3a
Wsnbaaures. . ,

2. [IponeHTHOTO yJacTue Ha MOJU3NBIHUTEINTE B IicHAaTa 32 H3MbJIHEHKE Ha JloroBopa
He Moxe Jia Ob1e pa3sIudHO OT MOCOYEHOTO B odeprara Ha U3nbiHuTens.

3. M30bIHUTENIT MOXeE Ja M3BHPUIBA 3aMsHAa HAa MOCOYCHWUTE IIOAM3NBIHHUTENHN 3a
U3NbIHEHHE Ha JIoroBopa, KakTo ¥ [1a BKJIOYBA HOBH MOAH3IBIHATEIH B npeasuaenute B 3011
cnyyan u nipu npeasuaerure B 3011 ycrosus.

4. He3aBHCHMO OT M3MOJI3BAHETO HA MOAM3MBIHUTENH, OTTOBOPHOCTTA 32 HU3IbIIHCHHE
Ha Hactosmus Jlorosop u Ha M3nbnauTENS. v

5. Cxmo4BaHETO Ha JOrOBOP C MOJAM3IIBIHMTEN, KOHTO He € 00sBeH B odeprara Ha
W3neiaHMTENS M HE € BKIIOYEH 110 BpeMe Ha H3IbJHEeHHe Ha JloroBopa 1o npensuaeHus B 3011
pell WA M3IbIHEHHeTO Ha JEHHOCTUTE IO AOroBOpa OT JIMIE, KOETO HE € MOAM3IIBIHUTEI,
00siBeHO B oepraTa Ha M3mbHUTENS, CE cuMTa 3a HEM3IbHEHHEe Ha JIoroBopa ¥ € OCHOBaHHE
3a €JHOCTPAHHO IIPEKpATABaHE Ha JIOTOBOPa OT CTPaHa Ha BB3NOXHUTENs U 338 yCBOABAHT Hi
IIBJIHAS pa3Mep Ha rapaHIUATa 3a U3IIbIHEHUE. e

16.2. Ipu cknrouBaHeTo Ha J[OrOBOPHUTE ¢ OAU3IIBIHUTENUTE, OPEepHpa

Ha W3mrenHATENA, TIOCIEIHUAT € THXKEH Jja Ch3Ja/le YCIOBHA U FapaHIlyH,[ue;
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1. npunoxummTe Kiay3u Ha JloroBopa ca 3aibIDKMTENHM 32 H3NBIHCHAC OT
NOAU3I'BIHUATENNTE; :

2. neiictBudTa Ha IlOAM3MBIHMUTENHTE HAMA JAa JOBEAAT IIPSKO MM KOCBEHO 0
Hen3mrbiIHeHue Ha Jlorosopa;

3. npu OCBIIECTBSBAHE Ha KOHTPOIHHTE CH (YHKIHH O JIOTOBOpa BB3/n0XHTENAT 11e
- Moe Oe3mpenATCTBEHO [a H3BBPIIBA NPOBEpPKa Ha meffHoCTTa M JOKYMEHTAUMATa Ha
MOAU3IBIHUTEIUTE.

16.3. Paszmiamane ¢ NOAU3ITBIHUTENN

1. Koraro yacTtTa OT MOphYKaTa, KOSATO CE€ M3IIbJIHIBA OT IOJU3IIBIHUTEN, MOXE Ja OBae
IpefajcHa KaTto OTAeNeH OOeKT Ha W30bIHUTeIs WK Ha Bb3noxutens, Buinoxurensir
samiania Bp3HarpaxaeHue 3a Ta3d 4acT TMPEKTHO Ha MOJU3IIBIHATEII. :

2. PasmiamanusTa no 4wi. 16.3. ce OChIIECTBIBAT Bb3 OCHOBA HA HCKaHE, OTNPABEHO OT
HOMM3IEIHATENS 10 Bh3noxutens upes M3mpanutens, KOHTO € ITHXEH 11a o IPe0CTaBH Ha
Br3noxurens B 15-IHEBEH CPOK OT MOJTYy4aBaHETO My.

3. KM uckadero 1o wi. 16.3, T. 2. I3IbIHUATENAT IPeAOCTaBs CTAHOBHIIE, OT KOETO 1id
¢ BHIHO 1AM OCMIOPBa IUIAIAHKATA MIIM YacT OT TAX KaTO HEIBIDKHUMH.

4. BB3JIOXKHATENAT HMa IPaBo J1a OTKaXe IUIAaHe mo “il. 16.3, T. 2., KOrato ¥CKaHEeTO
"33 [UIAIIAHE € OCIIOPEHO, O MOMEHTA Ha OTCTPaHABAHE HA MPUYHUHATA 33 OTKa3a.

XVIIL. IPEKPATSABAHE HA JOI'OBOPA

17.1. HacTosIIusAT JOrOBOP CE IPEKpaTsBa B CIICAHUTE ClTydau:

1. 0 B3aMMHO CHIVIACHE HA CTPAHUTE, H3Pa3eHO B MUCcMeHa bopma;

2. ¢ M3THUAHE HA YTOBOPEHHS CPOK; :

3. KOraTo ¢a HACTHIIMIIA CHIIECTBEHH IPOMEHH BB (PMHAHCHPAHETO Ha 00LIeCTBEHATa
mopbhuKa — npeaMeT Ha JloroBopa, H3BEH MPABOMOIIKATA Ha BB3n0XuTENs, KOUTO TOH HE €
MOI'BJI HUIH He € OWJT IUThKeH Ja MPeIBUAN UK Ja PeJI0TBPaTh — C MHCMEHO YBEAOMIICHHE OT
BB3JI0XKuUTeNs, BeAHAra Cliesi HaCThIIBaHe Ha 00CTOSATEICTBATA,

4. npM HACTBNBAHE HA HEBHHOBHA HEBH3MOXHOCT 33 W3MBJIHCHHE TOpaH
HeIIpeIBU/IEHO WM HENPEJOTBPATUMO CHOMTHE OT M3BBHDEICH XapaKTep, BBE3HUKHAIO CIEJ
cinouBaHeTo Ha JIoroBopa (,,HerpeooiMa Ciila“) 3a CPOK MO-ABJIBI OT 30 ouw;

5. xorato USITBJIHUTEJIT u3non3sa NOAUSIBIHATEL, 0e3 1a e AeKIapupall ToBa B
JOKyMEHTHTE 33 Y4aCTHE, MM H3I0JI3Ba IOUIIBIHNTCI, KOMTO € pasyinyeH OT TO3U, KOUTO €
[10COYEH, OCBEH B CIIYJaUTe, B KOUTO 3aMAHATA, CHOTBETHO BKIIIOYBAHETO HA MO/M3NBIHUTC]
¢ M3BBPIICHO ChC CHIVIACHETO Ha BB310XKHTENs M B CHOTBETCTBAC CBHC 30I1 u HacTOAIUA
Jorosop.

17.2. IIpu BuHOBHa 3a0aBa Ha M3ITBJIHUTEJIS, npoabKUia ¢ moBe4e oT M0JOBHHATA
OT CpOKa 3a U3NBJIHEHHE Ha CHOTBETHOTO 3aABIDKCHHE, BB3JIOXKUTEJIST uma npaso 1a
pa3sBayH [IOrOBOpa €IHOCTPAHHO Oe3 MPE/IU3BECTHE. :

17.3. BB3JIOXXUTEJIAT uma npaBo Aa NpeKpaTH ¢AHOCTPAHHO H 0e3 mpeau3BeCTHE
HACTOSIIMS AOTOBOP B CIOydail HA CHCTEMHO HETOYHO M3NBJHEHHE Ha 3a/Ib/DKEHMATA OT
U3ITHJIHUTEJIA 1 npeasBeHd II0BEYC OT TPH peKiamalluy OT BB3JIOXKUTEJI mo pazaen
XI.

17.4. B cinyuaii, 4ye 110 OTHOIICHME Ha W3ITBJIHUTEJIS HacThuAT 0OCTOATENCTBATA 110
w1, 54 ot 3axoHa 3a obmectenuTe nopbuky, BBH3JIOXKUTEJIAT nma npaso fa mpexpati
eHOCTPAHHO HACTOSIIHSA JOTOBOP, 6€3 MHCMEHO NPEU3BECTHE U 6e3 1a IBIDKA HEYCTOHKH.

17.5. BB3JIOXKUTEJAT npekparspa JloroBopa B CiIy4anuTe O g1.118, an.1 ot 3011,
6e3 na memkn obesmerenne Ha VI3ITBJIHWTEJLI 3a mpeTbpresn OT Hpekpat €10
JloroBopa Bpeid, OCBEH aKO NPEKPATSBAHETO € HA ocHoBanme wi.118, an.1, 1.1 ¢




17.6. Bb3IOXKHTENST MOXe Ja IpPeKpaTd AOTOBOpa EIHOCTPAHHO C 30 nHEBHO
Tpe/IM3BECTHE, KATO B TO3H CIIyda JIB/DKH IUIAMIAHE CaMO Ha JIOCTABEHATAa ¥ IIPUETA CTOKA, HO
HE U HEYyCTOMKH.

17.7. HacrosmusT JIoroBop Moxe Ja Ob/ie H3MCHAH MM JONBIBaH OT Crpanute Ipu
ycrnorsTa Ha wi. 116 ot 3011

XVIIL IPYTH YCJIOBUSI
18.1. TTpaBara # 3aJbJDKCHUATA 10 HACTOAIAA JIOrOBOp HE Morar Jia ce MpeXBbpJAT
¢THOCTPAHHO Ha TPETH JIHIa U [1006HH aKTOBE He IOPAX/AAT IIPaBHO AeHCTBHE 0€3 MICMEHOTO
cpbracHe Ha Jpyrara CTpaHa, OCBEH B CIydaHTe Ha obe3neyaBaHe (TapaHTUpaHe) Ha
3aIBIDKEHHS 10 OAHKOBY KPEIUTH.
18.2. 3a HeypeleHATE BBIPOCH B HACTOSLIMA IOrOBOP ce mpuiara JACHCTBAIIOTO
OBITapcKo 3aKOHOAATETICTBO. '

XIX. 3AKJIIOYUTEJIHA PA3IIOPEABH

19.1. TIpu ChCTaBAHETO HA HACTOANIMA AOTOBOP CE MpejcTaBuXa CIICJHATE JTOKYMCHTH,
KOHTO ca Hepa3jieliHa HeroBa 4acT:

v’ JloxymenTs o . 112, an. 1 o1 3011,

v’ Tapannus 3a U3IIbITHEHUE;

v’ llenoBo npemioxeHue 1 TeXHHIECKO npeuioxenne [puioxeHue Ne 1.

v CIHCHK Ha KpaifHHTE OMyYaTe/li Ha JISKapCTBEHH NPOYKTH 32 JedyeHye Ha MalueHTH
¢ Tybepkyno3a mpe3 2018 . - [punoxenne Ne 2a; '

v TIpuemarenHO-TIpejaBaTeIeH POTOKON - punoxenne Ne 3;

19.2. HacToALIMST JOTOBOP CE€ ChCTABU B TPH eHOOOpa3HH €K3eMILIIpa Ha OBNTapCKU

e3nx — equn 3a USITHJIHUTEIL n 1Ba 32 BBH3JIOXKUTEJLA.
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Address for correspondence: Tel: +3592 8103949
‘ a 2, Prof. Alexander Fol Str. Fax: +3592 8103993

entr. B, floor 7 www.adpharma.com

marketing & sales 1700 Sofia, Bulgaria

PEUIOKEHME 3A M3TbJIHEHUE HA IOPBYKATA

10: MEHECTEPCTBO HA 3[PABEOIIA3BAHETO, I'P. CO®HS, ILL ,,CB.
HEAEJSA“ N5

Or: ,,Eil EHJI T ®APMA BBJITAPHA“ EAJl ¢ anpec 10 perucTpanmst: rp.
CODUS 6ya.“POKEH* Ne24 u agpec 32 KOpPeCIIOHAeHIHA: I'D. CODPUA, xs.
,CTYAEHTCKH I'PAJT¥, ya.“IIPOD. AJEKCAHIBP ®OJI“ Ne2, Bx.B, e1.7, Tea.:
02/8203990, 0882882879, dpaxc: 02/8103993, e-mail: irena.kunova@adpharma.com,
ENK131107072

YBAXKAEMH TAMH U I'OCIIOJA,

C HacToAmOTO, BH npeacTraBsaMe HAIIETO NPeANIOKEHHE 3a U3ITBIHCHUC HA obsBeHara ot Bac
npoleaypa 3a Bb3NaraHe Ha OGLIECTBEHA MOPBYKA C MPEAMET: HJocmaska Ha neKapcmeenu
npodykmu 3a 2018 2., omnyckanu no peoa Ha Hapeoba Ne 34 om 25.11.2005 2. 3a peda 3a
3aniawane om penyOnUKAHCKUA Olo0dcem 3a nedeHuemo Ha 6vnzapcku zpadicoanu 3a
3a601A6aHUA U3GDH 06X6amMa HA 3A0BANCUMENTHOMO 30pPA6HO OCUZYDABAHE, 34 Nedenue Ha
nayuenmu cvc CITHH, mybepKyno3a, ncuxuiunu u no6edeH4eCKU pascmpoiicmea, OvaANCauil
ce Ha ynompeba HA OnUOUOU, CUHOPOM HA 3asucumocm*, no obocobena nosuyus Nel4 c

npedmem Atazanavir
CITHH u Tyéepkynosa

Bcsika OTA€NHA JOCTaBKa, MpeAMET Ha HaCTOALUA J0TOBOP, LI Objlie JOCTaBeHa B CPOK 10
10 (necer) paboTHM OHHM Cliel MOJNy4aBaHE Ha 3asiBKaTa-pasnpesic/icHHe OT BB3JOXKHUTENA H 33
KOJIMYECTBATa, TOYHO OMpeJeNeHH B 3adBKaTa. 3asBKaTa-pasnpeleicHHe Ce PerucTpHpa ¢
M3XOAAI HOMEP OT JIENOBOJCTBOTO U C€ BPbUBa OT €KCNEPT OT OTAC ,»J1eKapCTBEHH NPOIYKTH H

Me AMLUHCKH M3XENUA ¥ KOMHCHH® Ha IMPEKUHSA ,,JlekapcTBeHa MONUTHKA® IMYHO ‘gp:eﬁiy TIOANKC

Ha pe/ICTABMTE] Ha M3ITBJIHUTEN M0 JOr0BOPa HIIH Ce H3Npalla ¢ NpEropLYaHo "g'i"M’o‘ c oﬁp'amg
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pa3nucka, WJIH 1o (baKC, WIM IO €JIEKTPOHEH IBT NpH YCJOBHATA W NO pPCAa Ha 3akoHa 3a
eJIEKTPOHHHA ACKYMEHT U €JICKTPOHHUA noanuc.

Hcuxuunu u nogedeH4ecKu_pascmpoiicmeda, Ovaxcau{u ce Ha ynompeba Ha_onuouou,
CUHODOM HA 3A8UCUMOCH

ITepBaTa fOCTaBKa OT JBYMECEUHATa 3aABKa-pasnpe/Ic/ieHUe e €€ U3ITBJIHA B CPOK 10 4
(ueTvpu) pabOTHM AHU CleJl MOJyyaBaHe Ha 3asBKa-pasnpele/ieHHe OT BBINOKHTENT H 33
KONMYECTBaA, OTpe/ieeHH 3a | (eiHa) CeAMHLA, CHIIIACHO CeaMHMYHNs rpaduk KbM 3a4BKaTa.

Besika clieIBaliia exXeceAMHYHa J0CTaBKA B paMKHMTE Ha 3ajBKaTa Lie Ce M3MBIHU Ha 7-Hs
(cenMus) ieH OT MOcleAHaTa AOCTaBKa, B CHOTBETCTBHE C M3MCKBAHMATA HA 4. 13, an. 2 ot
Hapen6a Ne2 ot 20.06.2012 r. 3a yc/OBHATa H pe/ia 32 OCBLIECTBABAHE Ha MPOrPaMH 3a JIEYCHHE C
ACOHMCTH M arOHWCTH-aHTArOHHCTH Ha JIMIA, 3aBHCHMH KbM ONHOMJM. 3asBKaTa-pasnpe/ieeHne
Ce PErHCTpHpa C W3XOIAIl HOMEp OT JENOBOACTBOTO M CE€ BpBUBA OT EKCNEPT OT OTACH
,JIEKapCTBEHH MPOJAYKTH H MENULMHCKH H3JENus, KOMHCHHM® Ha Jupekuus ,JlekapcrBeHa
NOMMTHKA® JIAYHO Cpelly MOAIMKC Ha IPeCTaBUTe N Ha U3ITbJIHHTE]A 0 IOT0BOPa HIIM Ce H3Mpalla
¢ NPEMoPBYAHO MUCMO € 0GPaTHA PA3IIUCKa, WK 110 BaKC, WIH 1O EIEKTPOHEH ITBT TIPH YCJIOBHATA
1 TI0 pefia Ha 3aKOHa 32 eNIEKTPOHHHS JOKYMEHT H /IEKTPOHHUA MO/THC.

TapaHTHpaMe, 4e CM€ B CBCTOAHHME fia M3MBJIHAM KAuECTBEHO MOpBYKATA B ITBIHO
CHOTBETCTBHE C ropeornucaHara opepra.

JlexapcTBEHHTE TIPOAYKTH ca BimoyeHu B [Ipunoxenue 3 Ha Il03UTHBHUA neKapcTBEH
CIIUCHK, aKTYaJIHO KbM JIaTaTa Ha M0/iaBaHe Ha NMPE/IOKEHHUETO.

3a u3NBJHEHHE HaA TMopBUYKaTa npeiarame cleaHarta pa3pa60TKa Ha TEXHHYCCKO
NPEAJIOKEHHE!

Ne Me ApO1HO KonmuecTs | Oxonu
3a6onmB | no ATC mzn P (:10 Twprobexo JlekapcTBe oHa arenns | Koamuectno MKE
pe xoa fAenarenTt HREMEHOBAHHE ua gopma | axTEBEHOTO | OHmAKe no xoR
HAHMCHOBAHHE
.| BEINECTBO BKA
B20.0,820.1,B20.
2,820.3 B20.4,82
0.5,820.6,820.7,B
20.8820.9,B210,
B21.2,B21.3,B21.
CITHH | 14 | JOSAEO8 ATAZANAVIR 12204000 | ;5515 521982
hard 2.0,B22.1,B222,B
22.7,823.0B23.1,
capsule 523.2,32372524,
Reyataz hard capsule hard 300 mg 721
300 mg x 30 capsule 300 mg x 30

1. Jleknapauus OT YYacTHHKA, Y€ JIEKaPCTBEHMTE MPOIYKTH CleBa Ja ObJaT BKIIIOYECHH B
Tpunoxenne 3 Ha [TO3UTHBHHS NEKAPCTBEH CIIMCEK, aKTyalIHO KbM /(aTaTa Ha OTBApAHe odeprara.

-




2. Jleknapalus OT y4acTHHKA, Y€ CpPOKa Ha roJAHOCT Ha npejJlaraHUTE JIEKaPCTBEHH NMPOIYKTH
cneBa Aa 6blie He no-Mask ot 60 /mectaeceT/ Ha CTO OT 00sBEHHUs OT IPOM3BOAUTEI KbM JlaTaTa

Ha BCAKa AOCTaBKa.

3. BanuaHo pa3spelleHue 3a ynotpeba B CTpaHaTa, U3AaJICHO Mo pelia Ha 3JIIIXM unu Pernament
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_ Address for correspondence: Tel: +35928103949
2, Prof. Alexander Fol Str. Fax: +3592 8103993

- entr. B, floor 7 www.adpharma.com
marketmg & sales 1700 Sofia, Bulgaria
LHEHOBO IIPE/J/IOKEHHE

MUHHMCTEPCTBO HA 31PABEOIIA3ZBAHETO, I'P. CO®MS, IL1. ,,CB.
HEJAEJIS NeS

Or: ,,Ef EHJ I ®APMA BBJITAPUA“ EAJI ¢ agpec o peructpauus: rp.
CO®HS 6y1.“POXEH* Ne24 u agpec 3a xopecnonaenuus: rp. CO®H], xs.
,CTYAEHTCKH I'PAZL%, ya.“TIPO®. AJEKCAHABP DPOJI“ Ne2, Bx.B, e1.7, Te1.:
02/8203990, 0882882879, daxc: 02/8103993, e-mail: irena.kunova@adpharma.com,
EHK 131107072, BG 131107072

YBAXKAEMH JAMH U TOCITIOJA,

C HacToswoTO, B mpe/cTaBAMe HAlETo LEHOBO MPEIOKEHHE 32 U3IbIHEHHE HA 00ABeHara OT
Bac npoueaypa 3a Bp3iaraHe Ha OOIIECTBEHA NOPBHUKA C MPEAMET:

wJdocmasxa na nexapcmeenu npodyxkmu 3a 2018 z., omnyckanu no peda na Hapeoba Ne 34 om
25.11.2005 2. 3a peda 3a 3annawjane om penyOGAUKaHCKUA Olodycem 3a NeueHuemo Ha
6wizapcKu zpaXxcoanu 3a 3aGONAGAHUA U3GBH 00x8ama HA 3A0valNCUMENHOMO 30pasno
ocuzypaeane, 3a nevernue Ha nayuenmu cvc CITHH, my6epKyn03a, NCUXU4HU U NOBEOCHYUeCKU
paicmpoiicmea, Obadcawiu ce Ha ynompeba Ha onuouou, CUHOpomM Ha 3aseucumocm®, no
obocobena nozuyun Nel4 ¢ npeomem Atazanavir,

: ST "~ | Ea.nenaGe3 | . - | Hemasa | Henasa. O6ma
INN .| _':,i;lg:;::: |- AHACs3a . ﬁi;;’;;ﬂf ‘| onaxoBka | omakoBka | cToliHocT ¢
| nammenopanne -mg/mltabl. - GesAC | e AIC | AAC o

Atazanavir | Reyataz caps.I
300 mg x 30 0.068850 0.082620 619.65 743.58 1 008 294.48

3abenesicka: Kpaiinama eOuHuuHa ueHa Ha npednazanama ROIUKUA no cneyugukayuama,
credsa oa ce popmupa 00 wiecmu 3HAK cned decemuunama 3aneman. Ilenama 3a onaxoska
cnedea 0a ce nMpeodnoxcu 00 6Mopu 3HAK Clled OecemuyHama 3anemas.

Taka NpeinoXeHaTa LEHA BKJIIOYBA BCHYKM PasXoiy 3a uanmﬂenylé__:{?{np’enmeﬁa Ha
I i .r"f.“»'?\x' "

R
St

nopbUKara.



IMocoueHara LieHa € QUKCHpaHa, He MOIEXKH HAa NPOMAHA 3a CpOKa Ha JIeiicTBHe Ha
JOroBOpa, OCBEH B cyyauTe Ha 4. 116 or 3011

B cnyuaii, 4e mpe3 BpEMETO Ha JeiiCTBHE Ha 10roBopa CTOMHOCTTA, KOATO ClejBa Ja ce
3ariama ¢ nyGIMYHM CPECTBA HA JIEKapCTBEHH MPOAYKTH OT [To3HTHBHHA JIEKAPCTBEH CITHCBK
CTaHe MO-HUCKA OT JIOTOBOPEHATA, BB3JIOKUTENAT 6€3yCIOBHO 3a1/1allia JICKapCTBEHATE NPOAYKTH
Ha T0-HMCKATA LieHa, OT JaTaTa Ha o0ABABAHETO HA BJIE3JIUTE B CHJIa PCLICHHUA 110 pe/ia Ha Hi. 18
ot Hapenbara 3a ycnoBusATa, NpaBuiiaTa H peJia 3a PeryaupaHe W peruCTpHpaHe Ha LICHUTE Ha
JNleKapcTBEHHTE NPOAYKTH. B ciyqanTe 1o NpeaX0AHOTO U3PCUCHHE, CTOMHOCTTA Ce onpeaess KbM
MOMEHTa Ha JAHBYHOTO chOHTHE (M3aaBaHe Ha (akTypa).

IIpeanioxkeHWTe LEHW Ca OMNpeJieiecHH MPH [BIHO CBOTBETICTBUE C ycloBUATA OT
JOKyMeHTaLuATa 0 npoueaypara.

3anbKaBaMe ce, ako Hainata odepra 6bAe TNpHeTa, Aa M3IBIHMM U TpeaajeM
JOrOBOPEHUTE PaGOTH, CBIIIACHO CPOKOBETE H YCIOBHATA, 3aJICTHAIIA B I0r0BOpA.

[pu ycnosue, ue ObAeM M30paHH 3a H3ITBJIHATEN HA oflecTBEHaTa MOPBYKA, HHE CME
CHIJIACHHM A MPE0CTaBUM rapaHIuA 32 M3MbIHEHHE Ha 3aIbIDKCHUATA 1O IOroBOpa B pasMep Ha
3 % ot cTolHOCTTa MY, Ge3 JIJIC B efHa oT HopMUTE NOCOIEHH B 1. 111, am 5 o1 30I1.
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IIpunoocenue Ne2a

CIIMCBK HA KPAﬁHHTE MOJIYYATEJIM HA JEKAPCTBEHH INPOAYKTH
3A JIJEYEHHUE HA MAIIMEHTH CHC CITUH IIPE3 2018 'OJUHA

VMBAJL,,JJ-p l'eopru Ctpancku” EAJL rp. HneBeﬁ
VMBAJL,,CB. 'eopru” EA/, rp. IlnoBaus
- MBAJL,Cs. Mapuna” EAJ], rp. Bapna
CBAJIUIIB ,Us. Kupos“ rp. Codust
VMBAJI ,,ITpo. a-p Ctos Kupxopua rp. Crapa 3aropa
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