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I. MPEIMET HA 1JOI'OBOPA

[.1 H3ITBJIHUTEJIAT ce sanbizkapa ga aoctagu v npojaje Ha Bh3JIOKHTEJIS pazpeiuenu 3a
ynotpebda u npojax0a JIeKapcTBEHH NPOAYKTH, HAPUUYaHH 3a KPATKOCT CTOKM, 10 B/, LEHH U B
CPOK, CbIJIACHO [BYCTpaHHO mnoanucana Cneundukauus, HepasleiHa 4YacT OT JIOroBOpa,
CKIIFOYEH B PE3Yy/ITaT Ha MPOBEJEHA OTKPUTA MpOLEAYpa 3a Bb3araHe Ha oOLIeCTBEHA NOpbYKA
3a 10CTaBKa Ha JIeKapCTBEHH MPOAYKTH.

1.2 Msicro Ha usnbianenue — rp. Codus-1606, 6yn. Axan. Mean I'emos™ Nel 1 — cknag 6onHuuHA
Anreka

1.3 Cpok ua gorosopa — | rojuHa.

II. HEHU, OBIIIA CTOHHOCT HA JOTOBOPA 1 HAUMH HA IIJIAIAHE

2.1 LlenuTe Ha NeKapCTBEHHTE MPOAYKTH MO HACTOSALLUS J0MOBOP ca OnpeaeneHn U (PUKCHPaHH KbM
MOMEHTa Ha nojaasaHe Ha odeprata. B ciyuait Ha NMpoMsHa Ha LEHA HA JIEKAPCTBEH TMPOJYKT,
BiatoueH B [losuTuBHus sekapetsed cnucbk /I1JIC/, uenata ce koperupa, kato ce ¢mKcupa Ha
npeaennara no I1JIC, xoperupana ¢ % oOTCTBIIKA, onpelelieH B odepraTta Ha Y4acTHHKA M
cnecu(UKaLMATa Ha 1OrOBOpAa.

MexanuimMbsT Ha ueHoobGpazyBaHe ce npuaara caeax kato MUIIMNBJHUTEJAT nmcrqml THa
Bb3JIOKHUTEJISA konue ot [1JIC, ¢ HacTLNHAAaTA NPOMSAHA. / A

|



2.2 llennTe Ha JIeKapCTBEHUTE MPOAYKTH 110 TO3W JOrOBOP ca ONpeJie/ieHH B Pe3yTaT Ha poBe/ieHa
OTKpHTa MpOoLEIypa 3a Bb3/laraHe Ha o0LIecTBEHa NOPBUKA U ca yacT oT odepraTta Ha ManbiHuTens.
C KOATO € M30paH KaTo TaKkbB.
2.3 B Cneunduranuara kbM 10roBopa ca (pMKCHPaHH LEHHTE HA NEKAPCTBEHUTE MPOAYKTH KbM
MOMCHTA Ha MOAMHCBAHE Ha J0roBOpa M OCTAaBaT HEMPOMEHEHM 3a CPOKa Ha HEroBOTO JEiCTBHE,
OCBEH B C1yYauTe:
- HaU4n.116, an.1 or 30IT;
- Ilpu Bb3HMKBaHe Ha oOcToATENCTBA MO Y1.2.1;
- B cayuaii, ye npes BpemeTo Ha AelicTBue Ha J0roBopa cToiiHocTTa 1Mo 4,50 ot HapenGara 3a
peryiMpaHe M perucTpHpaHe Ha LEHHTE Ha JICKAPCTBEHMTE MPOAYKTH, YCIOBHsTA, NpaBuiaTa W
KPUTCPHHTE 3a BKITIOYBAHE, IPOMEHH W/MJIM M3KJIIOUYBAHE HA JIEKAPCTBEHH NMPOAYKTH OT [To3uTHBHMS
JIEKapCTBEH CIHMCBK M YC/AOBHATA M pena Ha pabora Ha HauuoHanHus cbBeT No UEHW W
penMOypcHpaHe CTaHe [0-HMCKa OT J0roBOpeHaTta, DBb3NoKMTENsT OGe3ycloBHO —3arjialia
JIEKapCTBEHHTE TPOJYKTH Ha [O-HMCKATa LIEHa, OT JaTaTa Ha BIM3aHE B CHJAa Ha KOHKPETHOTO
peluerne Ha Haunonannus cbBeT 110 ueHH U peumBypcHpate.
2.4 Odmara croiiHocT Ha jocTaBkute 1o Jloropopa Bb3auza Ha 53 587.22 JB. Ge3 JIC (64 304.66
aesa ¢ JJ1C).
2.5 TnawanmnsaTa ce U3BLPIIBAT B JieBa, N0 6aHKOB MbT 1o cmetka Ha UBITHJIHUTEJIS orioxeno
110 60 HK Cen 10CTaBKa W Npe/icTaBsHe Ha HEOOXOAMMMTE 10KYMEHTH;
Hanuu 3a Manbwianurens:

bauka: bHII - [Tapu6a C. A - knon Codus

BIC: BNPABGSF
IBAN: BG25 BNPA 9440 1020 0154 10

2.6 B wsnwbanenne Un.3, an.l or 3akoHa 3a cueTOBOACTBOTO, M3NBIHHTENST e JJIbKEeH /14
pakTypupa nocTaBkuTe Ha OBJrapekd esuk. B ciyuyaii Ha 3amuc na naTMHMUA 1O (akrypara,
Bb310KHTENAT HE NpHeMa TOKYMEHTa W ro Bpbila Ha ManbianuTens 3a KOPEKLIHA.

M3ITBJIHUTEJISAT ce sagbikaBa 1a (GakTyphpa [OCTABKHTE, KaTO BbB dhakTypara
CbOTBETHHSI  JIEKADCTBEH TMNPOAYKT € 3anMcan  Ha  KHpuwauua ¢ TBProBCKOTO

HAHMEHOBAHHE, 10 KOETO € IMOCO4YeH B JOoroBopa Manwanurenasr e IJTBIKEH J1a M3MUCBa
BbB BCAKa (baKTypa Ne w nara Ha ckimouBaHe Ha J0roBopa.

2.7 UBITBJIHUTEJISAT e nnwixen aa yseaomu nucmeno BB3JIOKHUTEIIS 3a Beuuku Noc/e/1Balu
POMEHHM 10 TOYKa 2.5 B CPOK 10 24 uaca, CHHTAHO OT MOMEHTa Ha npomsHata. B cayuvait ue
WM3ITBJIHUTEJIAT we ysemomn BB3JIOKUTEJIS B To3M cpok, cuMTa ce. 4e NiallaHMsTa ca
HAUIeKHO M3BBPILECHH.

2.8 (1) Koratro HM3ITBJIHUTEJAT e ckmounn JOroBop / J0roBOpH 3a MNOAM3IBIHEHHE,
BB3JIOKHUTEJIAT u3gbpiuea OKOHYATEIHO MIALIAHE KbM HEro Clief NpeJCTaBsHE Ha:
- NPOTOKOJI, MOANMHCAH OT yIbIHOMOLLeHH npeactaBuTead Ha B'b3JIOXUTEJIS, nva UBITBJIHUTEJIS u Ha
MOIU3ITBJIHUTEJIA/MTE, yaoctosepssawr npuemanero ot BB3JIOXUTES na H3BBLPLIEHHTE
foctaBkn v mpenoctaenute yenyrn ot [HOIAUBITBJIIHUTEJISI/MTE ¢ noroBopennte W3ucKBaHus, c
npuiioxkenn nokasarencrea ot M3ITbJIHUTEJISA, ue chumsaT e 3annatun Ha MOAM3IBAHUTENS/UTE BCHUKH
M3BBPLIEHH OT HEro JIeHHOCTH MO CKJIKOUYEHHS MEK/Y TSX JAOTOBOP 3 MOAM3MbIHEHHE.
WK
- nokasatesicra oT M3ITBJIHUTEJIS, ye noroBopsT 3a noausnbiHenue e npekpareH, wiu paborara MM
4acT OT Hesl HE € W3BbPLUEHA OT NO/AW3ITbIHUTENS
(2) Korato M3nbaHUTENAT € CKIIOUH JOroBOP/NI0rOBOPH 3a MOAN3MLIHEHHE W YaCTTa OT nopbyKaTa,
KOATO CC M3NBIHABA OT MOAM3MBIHHUTEN, MOKE Jla Obje MpelajieHa KaTo OTae/leH 00eKT Ha W3MbIHHUTENs
WM HA BBLINOWKUTENA, BBLIMOKUTENAT 3aM1alia Bh3HArPAXK/ICHHE 33 Ta3H 4acT HA NMOAM3MNLANHTENS, Bb3
OCHOBA Ha HCKaHE, OTNPABEHO OT NOAM3ITBIHUTENS 10 Bb3JIOKUTENS YPE3 H3IbIHUTENS, KO0 (et 1a
FO MpEAOCTaBH HA BB3NOKUTENA B | 5-THEBEH CPOK OT MOJIy4aBAHETO MY. [+ { |
{ wl 9l



- KbM uckaneto no an. 2, M3nbIHUTENAT NpeaocTaBs Ha Bb3a0KUTENA CTAHOBHILE, OT KOETO Ja ¢
BM/IHO J1aJIM OCIIOpBa MJalaHKuATa UM YacT OT TAX KaTO HEIbIKHMH.

- BB310KHTENAT MMA NPaBO A2 OTKaXkKe IMiallaHe no aj. 2, Korato MCKaHeTo 3a IulallaHe € OCMOPeHo,
110 MOMEHTA Ha OTCTpaHsBaHe Ha NPHYMHATA 34 0TKA34.

- 3a narta Ha nUIAlllaHeTo, Ce CYMTA JaTaTa Ha M3BbpPLIBaHE Ha HAPEKAAHETO 3a MialllaHe OT CTpaHa Ha
Bbinoxurens.

III. TIPABA U 3AIBJIDKEHUS HA Bbh3JIOKHUTEJIS

3.1 Bb3JIOKHUTEJIAT 3asBsaBa BUAA U KOJIMYECTBOTO HAa HEOOXOAMMHTE JIEKAPCTBEHH MPOIYKTH,
(urypupamm B Cneundukauunsra, Hepazaenta yact ot Jlorosopa.

3.2 Bb3JIOJKHUTEJIAT ¢ jurbikeH jaa 3anjiati JOCTABEHUTE JIEKAPCTBEHH MPOAYKTH B CpOKa,
onpenenet B Pazaen 1, 1.2.5 ot [loroBopa.

3.3 Bb3JIOJKHTEJIAT e anbxen 1a npueme 3asBeHHTE KOJIHUECTBA JEKAPCTBEHH MPOAYKTH.

3.4 Bb3JIOJKHTEJIAT e jurbikeHn ja nperiefa AOCTaBKMTE M /@ HanpaBH Bb3pasKeHHE 3a
HECHLOTBETCTBHE B TAXHOTO KOJIHUECTBO, BH/1, CPOK HAa FOAHOCT B MOMEHTA HA 10CTABKaTA.

3.5 Ilpu yCcTaHOBABaHE HAa HEJOCTATBLM U E(EKTH MO AOCTABEHHTE JICKAPCTBEHH MPOAYKTH, KAKTO U
HECBLOTBETCTBUA B TAXHOTO KOJMYECTBO, BHJl M FOJAHOCT CbC 3agBEHOTO, KOUTO HE Ca MOIIIH Ja
Obaat OTKpUTH 1pu 00MKHOBEH HauuH Ha npuemane no T1.3.4, BB3JIOKHUTEJISIT uma npaso
na yseaoMmu Hesabasno UBITBJIHUTEJIA v na novcka TAXHOTO Bb3CTAHOBABAHE WIIM 3aMsHa B
NOAXOSLL BUJ U CPOK.

3.6 BB3JIOKHUTEJISAT ne ce 3aabikapa 1a 3asBH M 3aKyNH LSAJOTO KOJMYECTBO M0 A0TOBOpA 3a
CpOKa Ha HErOBOTO JEHCTRHE.

3.7 BB3JIOJKHUTEJIAT cu 3anasea npaBoTo, npyd HEOOXOAMMOCT, /1a 3aMeHs €HH KOJIHYecTBa ¢
ApYrd B paMKWTE Ha crnecu(ukauuaTa u odLiaTa CTOHHOCT MO JI0roBopa.

3.8 BB3JIOKUTEJISAT uma npaso na wusuckea or M3ITBJIHUTEJISL na ckmoum M ga my

MPEeACTaBH JOrOBOPH 3a MOAM3MBLIHEHHE C MOCOYEHHUTE B odepTata My NOAH3NbAHHTENH

IV.IIPABA U 3ANBJIKEHUS HA U3ITBJIHUTEJIS
4.1 KBIIBJIHUTEJISAT Msnbauutenar e ambiken, cbraacHo Un.67, an.6 or 3011, npeau noannceane Ha
JoroBopa Ja NpeACTaBH aKTyaJHW JOKYMEHTH, YAOCTOBEpPABAILLM JIMACATA HA OCHOBaHMsTA 3a
OTCTPaHABAHE OT NpOLeypaTa, KaKTO H ChbOTBETCTBUETO C MOCTABEHHTE KPUTEPHH 3a MOAGOP.
4.2 KBITBJIHUTEJISAT e nnwixen na noctaeu a0 Anrekata Ha CBAJIJIB “npod. Mean Murtes™ EAJ]

3aABEHUTE JIEKAPCTBCHHU MPOJYKTH B CPOK 10 24 yaca OT nojyyaBaHe Ha 3asBKa OT cTpaHa Ha
Bb3noxurens.

4.3 U3ITBJIHUTEJIAT e anwiken aa nponane Ha Bh3JIOXKUTEJIS nekapcTBeHnTe NpoayKTH npeamMer
Ha Jloropopa, 110 UeHH, cbriaacHo 41.2.1 ot HacTosUIMS JIOroBOp.

4.4 UBITBJIHUTEJIAT e anbiken 1a 10CTaBH JIEKAPCTBEHH TIPOAYKTH, perucTpupaHd U pa3pelieHn 3a
BHOC W ThProBHs B CTpaHaTa.

4.5 HBITBJIHUTEJIAT e anvxken Na 1ocTaBsi IeKapcTBEHUTE MPOAYKTH C MHHMMAaEH CPOK Ha
FOAHOCT He N0-Manko ot 60 % OT OCTATBYHHUA CPOK  HA FOJAHOCT KbM JaTaTa Ha J0CTaBKaTa. Besika
M0CTABKA €€ CBIPOBOKAA € [IOKYMEHT, [0Ka3Balll OCTATBLYHHS CPOK HA TOAHOCT HAa
JIeKAPCTBEHHTE MPOAYKTH

4.6 B ciyuaii Ha 1ocTaBKa Ha IEKApPCTBEHH MPOJYKTH C NO-KPAaThK OT JOFOBOPHPAHMS CPOK HA FOHOCT,
M3ITBJIHUTEJIAT cnenpa na 3annatu HeycTokKa:

* 01 59.99% no 50% - 5% BBLPXY CTOHHOCTTA HA JOCTABKATA
e 0149.99% no 40% - 10% BbpXy CTOHHOCTTA Ha JOCTABKATA
e 07139.99% 1o 30% - 30% BBpPXY CTOHHOCTTA HA AOCTABKATA
e 0T 29.99% 1o 20% - 60% BLPXY CTOMHOCTTA HA 10CTABKATA
e 1nox 20% - 90% BBPXY CTOHHOCTTA Ha 10CTABKATA

4.7 loctaBka Ha JeKapcTBEHM MPOAYKTH C OCTAThYEH CPOK HA FOAHOCT MO-MalbK OT 40 ‘00T
00sIBEHHUS OT [MPOU3BOAUTENA, CE€ HM3BBpPLUBA caMoO C MOTHBHPAHO pellIeHUue Ha lrj?.l'l]:. JIHUA

(%]
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JAMPEKTOP 33 KOHKPETHO KOJHYECTBO, ONpEAe/]eHO OT Hero. bes M3pHuHOTO MUCMEHO chriacue Ha
M3MbJHUTECIIHUA JUPEKTOP, CTOKUTE HE Ce 3anaiiar.

4.8 UBIIbJHUTEJIAT npejasa jiekapcTBEHHTE MPOAYKTH Ha yrbiHomolleHo ot BB3JIOKUTEJIS
JATBXKHOCTHO JIHLE. [TbpBHYHHTE CHETOBOIHM JOKYMEHTH ce 0OpMST MpH cnassane Ha Yn.3, an.l ot
3aKOHa 34 CYETOBOJCTROTO.

4.9 UBITBJIHUTEJISIT e nanbKeH NpuH MOMCKBAHE [a BB3CTAHOBH KOJIMYECTBOTO MJIM 3aMeHH
HEKa4YeCTBEHUTE M HErOAHM JIEKAPCTBEHH MPOYKTH NPH YCI0BUATA Ha HacTosums [lorosop.

4. 10U3ITBJHUTEJISIT uma npaso aa otkaske 3aabikenuaTa no Pazgen 1V, 1.9, ako ce jokake, ue
JIEKapCTBEHH MPOJIYKTH, NIPEAMET HA JIOrOBOpa ca nospeaeHu no suHa Ha B'b3JIOKHUTEJIA.

411 (1) MBITBJIHUTEJNAT e aibkeH npean MNOAMMCBAHE HA JAOFOBOpa fa NpEACTAaBM Ha
BB3JIOKHTEJIS nokyment, yaoctoBepsiBaill M3NbJIHEHHETO HAa M3uckpanusTa Ha Ym. 112, an.l, 1.3 or
30I1. 3a obesneyaBane Ha W3MBIHEHHETO HA 3aIbJUKEHHATA MO JOrOBOPA B YCTAHOBEHHTE CPOKOBE M C
KaueCTBO, ChIIACHO HOPMH W M3UCKBaHHWS, Bb3N0KUTENAT onpeaens rapaHums 3a H3ITbJIHEHHE B pa3Mep Ha

5 % ot croiinocrra na gorosopa 6e3 JJIC, sp3nusauwa Ha 2 679.36 JAB. kato B ciyuaii Ha GaHkoBa

rapaHiis WIH 3aCTPaxoBKa, CPOKBT Ha JEHCTBHETO H clieaBa jJa HaJBMIIABA CPOKa Ha JeiicTBMe Ha

Aorosopa ¢ 30 (tpuaecet) aHM. B cayuyail Ha npefocTaBaHe Ha 3aCTPAaXOBKa 3a rapaHiuMs 3a U3NbJHEHHE Ha

JI0roBOpa, OTFOBOPHOCTTA MO 3acTpaxoBKaTa Cjie]Ba Jla € MpHpaBHEHa HAa CTOHHOCTTA HA rapaHUMATa 3a

M3ITbJIHEHHE Ha JIOrOBOPA.

(2)FapanumusaTa 3a M3MbBIHEHHE CIyKH 3a obesnevyapaHe Ha BieMmanusta Ha BBH3IJIOWMHUTEJIS cpewy
M3ITBJIHHUTEJIS 3a obesuiersBane Ha Bpenu W 3aryOW, NPUUMHEHH OT HEM3MBIHEHHE MM HETOYHO
/nowo/ n3nbiHenne Ha 3aabikenuata Ha U3ITbJIHUTEJIA no aoroeopa.

(3)BB3JIONKHUTEJIAT uma npapo ia ycBOM M3USIO MM YAacT OT rapaHIMATA 33 U3NbIHEHHE Ha JOroBOpa
IpH HEW3MBIHEHWE HA Kay3WTe HA HACTOSLIMA JOrOBOP WM TMPH HM3MBJIHEHME pPAa3MHUHABALLO CE C
MPENOKEHHETO 33 M3MNBJIHEHHE HA MOpPbYKATA M LEHOBOTO TNpEUIONKEHHE JaJ€HH OT CTpaHa Ha
U3ITBJIHUTEJIA no norosopa.

(HIpu eanHoctpanHo npekpatapane Ha goroeopa oT Bb3JIOJKUTEJIS, nopany BHHOBHO HEH3MTbIHEHHE Ha
saapmkenns va M3ITbJIHUTEJIA no norosopa, cymarta OT rapaHUMsaTa 3a M3MbJAHEHHE Ha JOFOBOPA ce
YCBOSIBA M3Ls1J10 KaTo obe3lleTeHue 3a npekpatasane Ha Jlorosopa;

(5) l'apanumsara 3a m3nbivenne ce ocpoboxknasa ot BB3JIOKUTEJIS B cpok 10 30 AHHM crien M3THUAHE
CpOKa Ha HacTosAlMs A0ToBOp. B ciy4ai na GaHKoBa rapaHuus Wi 3acTpaxoBka, M3mbiHMTENST MM
HErOB yMBbJAHOMOLIEH NPECTaBHTEN Cle/iBa a ce sBH NpH Bb3nokutens 3a nojyyaBaHe Ha OpMruHana
Ha JIOKYMEHTA.

(6) Bb310XKHTENAT He ABJIKH THXBH BLpXY BHeceHaTa oT M3ITBJIHUTEJIAT rapaHuMsa 3a U3MbJIHEHHE

4.12 MU3ITBJIHKUTEJISIT e nnbiken fa cKIO4M JOrOBOp / JOFOBOPH 3a MOAM3IILIAHEHHE ¢ MOCOUEHUTE
B Oeprata My MOAM3NBLIAHMTENM B CPOK OT 3 AHM OT CKIKOUBAHE HA HACTOSLLMS JOFOBOP M /a
NpeaocTaBu opurnHaneH exsemmnisp Ha Bb3JIOKUTEJIS B 3-nHesen cpok

V. OBIIH YCJIOBUS
5.1 Ilpu 3abassne na noctaskara, UBMIBJIHUTEJIAT abmkn vHa B3JOMKHTEJIS HeycTolKa B
pasmep Ha 0,01 % Ha nen or croiiHocTTa Ha 3abaBeHaTa JOCTAaBKA, HO HE noBeue or 5 % or
CTOMHOCTTA HA HEU3MBIHEHUETO.
5.2 Ilpu npocpoueHo MiaiiaHe Haja Cpoka, onpeieieH B T.2.5 oT norosopa. BB3JIOKHUTEJAT
avki Ha M3ITBJIHUTEJTISA weycroiika B pasmep na 0,01% Ha aeH, HO He no-Bede oT 5 % or
AbJIZKHMATA CyMa.
3 M3meHenue Ha J0roBopa 3a OOLIECTBEHA MOPHYKA CE [OMYCKA MO MIKIIOUYEHHE B cllydaure
periaMeHTHpaHu B 4. 116 or 3011,
5.4 JloroBopsT ce npekparspa:
- CBIJIACHO yclioBusiTa Ha Y. 1.3. .
- KOrato e HeoOXOIMMO CBLIECTBEHO H3MEHEHHE Ha MOPBbUKATA, KOETO HE MO3BO/SARA ,nor"onomﬂ: Ja Obae
U3MeHeH Ha ocHoraHue Wi 116, an.1 or 3011



- KOraTo ce YCTaHOBH, 4€ M0 BpeMe Ha MpOBe}kJaHe Ha MpoueAypaTa 3a Bb3jaraHe Ha Mnopbukara, 3a
WAMTBLIHUTENS ca Ouau Haiauue obctogrencTea no un.54, an.l, 1.1 ot 3011 Bb3 ocHOBA Ha KOMTO € CEABANO
na Objie OTCTpaHEH OT Npoueaypara.

- nopbukaTa He € cieiBano Aa Obje Bb3/IOXKEHA Ha M3IMBJIHWTENA, MOpajd HAJIMYME HA HApYUICHHE,
nocranoseHo oT Cbia Ha EBporeiickus cbio3 B npoueaypa no wi. 258 JIGEC.
5.5 JloroBopbT MOKe J1a Obie npekpaTeH U B CIEAHUTE Clly4au:

10 B3aHMHO ChIJIACHE MEXK/Y CTPAHUTE, M3pa3eHo B MUCMeHa (popma;

NPy BMHOBHO HEW3MbJHEHHWE Ha 3ab/UKEHMATAa HAa €1Ha OT cTpaHuTe — ¢ 10 JHEBHO MHCMEHO
Npeau3BecTHEe OT W3NpaBHaTa [0 HEM3MpaBHATa CTpaHa

- NpH KOHCTATUPAHHW HEPEIAHOCTH W/WIHM KOH(IMKT Ha MHTEPECH — €HOCTPAHHO C H3MpallaHe Ha
UCMeHo npeaussectie oT Bu3noxurtens no Msnwinnrens

- eJHOCTPAHHO OTCTpaHa Ha BbinokuTens, B cay4ai, ye M3nbIHUTENAT NON3Ba NOAN3NBAHNTEN, Ge3
Na e JeKaapupalt ToBa B oeprara CH WM 1013Ba MOAUNBIHUTE pasjiMiyeH OT JAeKJIapupaHus.

- B pe3yJITaT Ha HACTBITHIIH CHLIECTBEHH NPOMEHH B OOCTOATE/ICTBATA 3a H3MTBJIHEHHE Ha I0rOBOpA [0
NPUYKHH, 32 KOMTO CTPAHUTE HE OTrOBapAT;

- B cayyail Ha HEM3MbIHEHHE HA K1ay3uTe Ha HACTOSIIMS JOTOBOP MIIM M3MbJIIHEHHE, Pa3MHUHABALLO
ce ¢ llpeiokeHneTo 3a M3NbIHEHHe Ha mopbukata W [lenosara odepra na MU3ITBJIIHHUTEJIA,
BB3JIOKUTEJIAT uma nparo Aa npekpaTv U3MbJIHEHHETO Ha HACTOALLMA A0rOBOP C eAHOMECEUHO
MUCMEHO TPeIM3BECTHE, KATO 3abPiKH BHECEHATA rapaHLMs 3a U3MTb/IHEHHE.

5.6 BDB3JIOXKWUTEJIAT moxe paa npekpaTH J0roBopa, ako B pe3yaTaT Ha OOCTOATENCTBA,
Bb3HHUKHAJM CJIe]l CKJIIOYBAHETO MY, HE € B CbCTOSAHHE J1a U3MTbJIHH CBOMTE 3a/bJIKEHUS.
5.7 [Tllpu npexpartaaHe Ha gorosopa BB3JIOXKUTEJIAT we 3annaru wa HU3ITBJIIHHUTEJIA camo
CTOMHOCTTA Ha M3BLPLLICHUTE KbM JlaTaTa Ha MPEKpaTABaHETO JOCTaBKa U JIEHHOCTH.
5.8 CrpanuTe ce 3ab/DKABAT A2 YPEAAT BCHYKH (DHHAHCOBH 3aIb/KEHHA Bb3HUKHAIM MPEIH
MpeKpaTsBaHe Ha J0roBOpa.
5.9 Heypenenute B To3u Jlorosop Bbrpocu ce ypexaar ot 33J] u aedcTBamoTo 3akoHoaarencTso. [1pu
HEpELIMM upe3 MPEroBOPH CMOp MEXIY CTPaHMTE, ChIIMA CE€ OTHACH 3a pellaBaHe Mpej KOMIETeHTEeH
Chil.

VL. HOAU3ITBJIHHUTEJIHN — nsama
6.1 [lpenBUAEHUAT NOOU3MBIAHUTEN B OQEPTATA ..oevveriniireinnenninneanennennnne (HaMMEeHOBaHHE U
NpaBHOOpraHU3aLHOHHA GopMa ¥ UHAMBUAYyau3Mpalla HHHOpMaLIKs) U3BbPLLBA:

R T v W — (nocousat ce BuAoBeTe paboTH OT MpeaMeTa Ha MopbuKara,

KOMTO L€ C& MPeJI0KAT Ha KOHKPETHUS [OAU3NbIIHUTEN);

B B % (nocouyBa ce CBHOTBETCTBAILUMAT Ha Te3W paboTH As/1 B

MPOLEHTH OT CTOHHOCTTA Ha 001lleCTBEHATa MOpPhYKa).

6.2 CxaouBaHHAT [OroBop 3a noausnbiHeHue He ocoboxkaaBa MW3ITBIIHUTEJIAT or
OTrOBOPHOCTTA MY 3a M3IMbJIHEHHE HA NPEJAMEeTa Ha HACTOALLMA 10TOBOP.
6.3 UITBJIHUTEJIAT nama npaso aa:

6.3.1 CkarouBa JOroBOpP 3a MOAM3NbIHEHHE C JIMLE, 38 KOETO ca Ha/iuue obcrosTencTsara no 4i. 54, an. | ot

30I1;

6.3.2 Bwbanara H3nbJIHEHHETO HA €/1HA UM MOBeYe OT AeHHOCTHTE, BKJIIOUEHH B NpeaMeTa Ha o0lecTseHara

NnopbyKa, Ha JIMLA, KOMTO HE Ca NOAU3NbIHUTENH;

6.3.3.3aMeHa nocoueH B oepTaTa MOAM3IBIHMTEN] WM BKJIKOYBA HOB TaKbB MO BPEME Ha M3MbJIHEHHE Ha

JIOrOBOpa, OCBEH IO H3KJIKOYEHHE, KOraro Bb3HMKHE HEOOXOAHMMOCT, aKO €a M3MbJHEHH €IHOBPEMEHHO

CJIEJIHATE YCIIOBMSA:

a) 3a HOBHMA MOJM3ITBIHMTE/ HE Ca HAJIMLIE OCHOBAHUATA 3a OTCTPAHsABaHE OT MpoLeIyparTa;

0) HOBMAT MOJAM3MBJIHMTEN OTroBaps Ha KPHUTEPUMTE 3a NoAOOp, HA KOWTO € OTroBaps NpeAMILHHUAT
MOJM3ITLIIHUTEN, BKIKOUYMTETHO 10 OTHOLIEHWE Ha Jena U BHAA Ha JeHHOCTHUTE, KOMTO 1€ M3IMbJIHABA,
KOPUIMPaHH CHOOPA3HO H3IBJIIHEHUETO 10 MOMEHTA JeHHOCTH.

6.4 (1) B cpok 10 Tpu AHM OT CKJIKOYBAHETO HA /I0TOBOP 3a MOAM3IbIHEHUE WM HA J0MBIHUTEHO
cropasyMeHHe KbM HEro, WM Ha [0roBOp, C KOHTO CE 3aMeHs MOCOYEH B HACTOALIMS JIOrOBOP
NOAM3NBIHKTEN WIM BKIouBa HoOB noawsnwanuten, M3ITBJIHUTEIAT e 4,:{311:)!( a " M3MnpaTH

L%



OpPUIMHAJIEH €K3eMILIAP OT J0roBOpa WM JOMBIHUTENHOTO cnopazymenue Ha Bb3JIOKUTEJIA 3aenHo
¢ BCHUKH JJOKYMEHTH, JOKa3BallM U3MBJIHEHUETO Ha ycaoBHuaTa no Yu.66, an.11 or 30I1.

(2) CknroyBaHETO HA JOTOBOP C MOAU3MBIHMTEN, KOHTO HE OTroBapa Ha YCIOBHATA Ha . 66, an. |1
ot 30I1 uam 3a Hero He ca MPEACTABEHM BCHYKH [JOKYMEHTH, KOUTO [OKAa3BAT M3IIBJIHEHHETO Ha
ycsoBusaTa no ui. 66, an. 11 or 30I1 e ocHoBaHMe 3a eIHOCTPaHHO NMpEKpaTsBaHe Ha J0rOBOpa OT CTpaHa
na Bb3JIOXKUTEJIA

6.5 [Noau3nbaHKUTENIMTE HSAMAT MPABO Ja MpEeBb3/araT eJHa WK MoBeue OT AeHHOCTHTE, KOMTO ca
BKJIFOYEHH B NpeaMETa Ha JO0roBOpa 3a nNoAM3NbJIHCHHE.

6.6 U3ITBJIHUTEJIAT e anbxken na npekpatd AOroBOp 3a NOAM3MBIAHEHHE, aKO MO BpeMe Ha
H3ITbJIHEHHETO MY Bb3HHMKHE oOcTosTencTso no 4i. 54, an. | ot 30I1. B tesu cayvau M3ITBJIHUTEJIST
CKJIK0OYBa HOB JOroBOp 3a NOAM3IIBIHCHHE NpH Clia3BaHE Ha YCJIOBUATA H H3WCKBaAHWUATA, MOCOYEHHU B
MpeAXOJHUTE 4YJEHOBE Ha HaCTOAlMA AoroBop. B cpok 10 3 aHM OT CcKIlOYBaHe Ha JIOTOBOpA,
M3nbaHuTenaT u3npaiia KONMe oT A0ropopa Ha Bbanoxkurens.

6.7 BB3JIOKHUTEJISIT npuema M3nbIHEHHETO HA ACHHOCT 110 10roBopa 3a o0lecTBeHa nopbUka, 3a KosTo

U3ITBJIHUTENAT € CKIIKOYMIT JIOTOBOP 3a MoAu3NnbiHeHue, B npucbetBuero Ha WU3ITBJIHWUTEJIS u Ha
[MOAN3ITBLIIHHUTEJLS.

JlorosopbT € cheraBeH Ha ocHoBanue Yit. 112 ot 3011 u BbB Bpb3ka ¢ Yn.69 ot [TI130I1 1 noanucan
B JIBa €IHO00PA3HU EK3eMILIApa — 110 €/1MH 3a BCAKA OT CTPaHMTE.

[Tpunoxkenue — CbrilacHO TEKCTA
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1 2 3 4 5 6 7 8 9 10 11 12 13
Omeprazid, Gastro-resistant HoBER DA
4 [Omenpason A02BCO1 kan 20 mr 1500 capsule, hard, 20 mg, -, Pack: p 0.1820 273.00 3.0576 46.94% 14
14 EQO[, Brnrapua
45 |Excrpakr cena AOBABOS P 75Mn. gy |SPRER.Omiscation 2.04g0e| Mindiphanma 4.5500 91.00 5.4500 421% | 1
CycneHcus ml, -, Pack: 1 GmbH, AecTpus
Cernevit, Powder for solution for BAXTER SA
102 |UepHesnt BO5XC00 on 50 injection/infusion, 5 ml, -, Pack: Belgium‘ L 16.9400 847.00 20.3280 0.00% 1
1
121 |Exananpun CO09AAD2 amn 1.25Mr/1 Mn gu  |Fre Solschiackiendan, 1251 - KRIAGCAA, 0.8830 61.81 1.0596 1026% | 1
mg/ml -1 ml, -, Pack: 1 Slovenia
PENTILIN, Solution for KRKA dd
128 |MNeHTokcuunmH CO04ADO3 amn 20 mr/mn 60 injection/infusion, 20 mg/ml - 5 Slovénia e 0.5200 31.20 0.6240 11.86% 1
ml, mg, Pack: 1
Dexamethason KRKA, Solution KRKA d.d
192 |[lekcameTa3oH H02AB02;S01BAO1 amn 4 mr- 1 mn 150 for injection, 4 mg/ml - 1 ml, -, S| Venia 0.2990 4485 0.3588 9.39% 1
Pack: 1 avema
Unasyn, Powder for solution for
216 |A + Cynbal ! 9
MNALNNMH ynBakram JO1CRO1 ®n 1.5 1500 injection, 1.0 /0.5 g, -, Pack: 1 Pfizer, Iltaly 3.0210 4531.50 3.6252 6.76% 1
Pan Pﬂz?:: ilgoaac!ﬁbfzft:g:utlon Ranphama
218 [MwnepauvnuH + TasoBakTam JO1CRO5 bn 45r 100 p_ e Laboratories, 52160 521.60 6.2592 69.57% 1
for injection, 4 g/500 mg, g,
: France
Pack: 1
CEFTRIAXONE- Yarkadapma
220 |Uedbrpuakcon JO1DA13 n 1r tmap | VERAAPHARMA, Powderfor | Brcorosascraeq 1.0650 1597.50 1.2780 8293% | 1
solution for injection, 1, g, Pack: | wuTe nekapcrsa
1 All, Bunrapus
Bacteripime, Powder for solution B“qi:'(:%ip?:e”
230 |Uecbenum JO1DA24 ®n r 800 | for injectioninfusion, 1, g, Pack: |~/ COKOKaHEC 3.5060 2103.60 4.2072 69.78% | 1
1 WTE NeKapcTea
All, Benrapus
! ; Gentamicin VP, Solution for
241 |leHTaMuUmMH OIS LORANOT amn 80 Mr- 2 mn 100 injection, 40 mg/ ml - 2 ml, mg, Beliposil, 0.2745 27.45 0.3294 19.26% 1
S01AA11 . Bunrapus
Pack: 1
Imipenem Cilastatin Panpharma,| PANPHARMA
249 |MmuneHem + Linnactatuu JO1DH51 n 500 mMr+500 mr 250 Powder for solution for infusion, |  Laboratories, 8.1580 2039.50 9.7896 47.60% 1
500 mg/500 mg, mg, Pack: 1 France
Planitec, powder and solvent for Lek
250 |TeikonnaHuH JO1XA02 $n 400 mr 100 solution for injection/infusion or | Pharmaceuticals 27.7000 2770.00 33.2400 0.00% 1
oral solution, 400, mg, Pack: 1 d.d.,Slovenia
Linezolid Sandoz, Solution for Sandez 2
259 |Nunesonup JO1XX08 @n 2mr/mn 100 Mn 20 infusion, 2 mg/ml - 300 ml, mg, ! 24,9800 499.60 29.9760 4
Pack: 1 CnoeeHus
263 |®nykonason J02ACO1 &n gmin-tonn | oo |Pezon Seationieriniacien, 2| (KRKALAd, 12.4800 6240.00 149760  [\1
mg/ml - 100 ml, mg, Pack: 1 Slovenia




Voriconazole Sandoz, Powder

Lek

266 |Bopwkonason P o S on. 200 mr 20 for solution for infusion, 200, mg, ) 97.4100 1948.20 116.8920 11.76% 1
- Pharmaceuticals
Pack: 1 ;
d.d., Slovenia
CEFTAZIDIME PANPHARMA, PANPHARMA
271 |Uedrasugum JO1DA11 hn 1 500 Powder for solution for injection, Laboratories, 3.7160 1858.00 4.4592 72.94% 1
1000, mg, Pack: 1 France
CEFOTAXIME- Yankacpapma
272 |Uedborakcum JO1DA10 dn 1r gou | TCHANAPHARIAA, Fowderjor] Bucoueiimen 1.2160 729.60 1.4592 74.88% | 1
solution for injection, 1, g, Pack: | wre nekapcrea
1 All, Bunrapua
Fungostatin, granules for HoBen ®apma
275 |HuctatwH JO2AA00;G0O1AAD1 cycen. 100 000 UI 20 oromucosal suspension, 100 EOOQ, Bunrapus 4.4830 89,66 5.3796 4.82% 1
000 1U/ml - 50 ml, -, Pack: 1 5
295 |AsarvonpuH LO4AX01 Tabn 50 mr sog | ™ERAN, Fimcoated Bnle BU | Heumamn FCS 0.2755 137.75 33.0600 520% | 100
mg, -, Pack: 100 GmbH, Germany
304 |Menokcukam MO1ACO6 amn 15 mn 1o | MELBEK. Sclutionfor ijection, | HoGen hapma 0.8600 8.60 1.0320 9.47% 1
15 mg/ 1,5 ml, mg, Pack: 1 EOOL, Benrapua
312 | Quknoderak Harpum Momggféné%z:m& amn 75 Mr 300 Na';'gfi:’é ,?ﬂﬂf‘;gf°;;?;c:'°"' Kg:;’:égi:" 0.3080 92.40 0.3696 2414% | 1
Propofol Sandoz, Emulsion for Sandoz d.d
315 |Nponodon +EATA NO1AX10 amn 1%- 20 mn 300 injection/infusion, 10 mg/ml - 20 Y 1.3580 407 40 1.6296 40.70% 1
) CnoseHus
ml, -, Pack: 1
MIDAZOLAM PANPHARMA, Rog’";'ﬁd'ca
316 [Mupasonam maneac NO5CDO08 amn 5Mr5mn 50 Solution for injection, 1 mg/ml - Panr:han;a 0.7160 35.80 0.8592 54.68% 1
5 ml, -, Pack: 1
Group, Grermany
Lidocaine-Tchaikapharma, Bmtci:i:;:;t:::%::eu
319 |NuaokawnH C01BB01, NO1BBO1 amn 1% - 10 Mn 300 Solution for injection, 10 mg/ml- WTE TECTED 0.8490 25470 1.0188 52.30% 1
10 ml, mg, Pack: 1
ALl Benrapua
Thiopental Panpharma, Powder Panpharma
343 |TwoneHTan HaTPMi NO1AFO03 cn. 1000 mr 10 for solution for injection, 1, g, Frarice J 7.7200 77.20 9.2640 0.00% 1
Pack: 1
Metamizole Sodium VP, BetMpom All
376 |Metamuaon NO2BB02 amn 50%- 2 mn 300 Solution for injection, 500 mg/mi P s 0.3415 102.45 0.4098 33.56% 1
5 Bunrapwa
2 mi, - Pack: 1
Ambrex, Syrup, 15 mg/5 ml-100 | Hoben ®apma "
391 [AmBpokcon RO5CBO& cupon 15mr/5mn 200 ml, = Pack: 1 EQON, Brnrapus 2.3250 465.00 2.7900 62.50% 1
[nioko3a B nonueTuneHosa GLUCOSE BAXTER 5%, Bieffe Medital SA
402 |ByTunka c AByNbLTEH B05CX01 BaHka 5%-250mn 500 Solution for infusion, 50 g/l - 250 i ! 0.9495 47475 1.1394 3332% 1
CTEpWIEH NopT ml, g, Pack: 1 pain;
MoKo3a B nonueTuneHoea Glucose Baxter 10%, Solution Bieffe Medital SA
404 |Byrunka c peynbTEH BO5CX01 Banka 10%-500mn 2000 | for infusion, 100 g/l- 500 ml, g, |- C peanal S/, 1.1658 233160 1.3900 3756% | 1
CTepWneH nopr ) Pack: 1 spaln;
Hatpues xnopwa B Sodium Chloride Baxter 0.9%, Bieffe Medital SA -t
410 |nonweTtuneHosa GyTunka c BO5CBO1;B0O5XA03 BaHka 0,9%-1000mn 1500 Solution for infusion, 9g/l - 1000 Spain: L 1.2630 1894 .50 1.5156 36.85% 1
ABYNbTEH CTEPUNEH NOpT ml, ml, Pack: 1 sl :
OCHOBEH KOHLEeHTpaT 3a
421 |BukapboHaTtHa xemoaunanuaa nuTpK TY6M 6000 Aminal M6 | - 8,4% NaHCO3 Alkaloid 1.1000 6600.00 7.9200 n.a.
p-p 8,4%
422 CON S peRHARiLIN Ha Kr yysanu 1200 Con Ha Tabnetu kr Alkaloid 0.7500 900.00 22.5000 - ina.

PEBLPIOCMOIHN CUCTEMU




KoHueurpar 3a
BukapboHaTHa
XEMOANANKUaa, Kucen cbC
CbCTAE Ha roTOBWA 3a
ynorpe6a p-p 8 mmol/L:
Na-138.00, K-2.0, Ca-1.75,
Mg-0.50, Ac-3.00, CI-110.50,
HC03-32.00

423

nmTpu

TyGu

3000

Aminal BC 51

Alkaloid

1.3500

4050.00

8.1000

n.a

KoHueHTpar 3a
BukapGonatha
XeMOANanuaa, KUCen Cbe
CbCTAB Ha roToBKA 3a
ynotpeta p-p 8 mmol/L:
Na-13€.00, K-2.0, Ca-1.50,
Mg-0.50, Ac-3.00, CI-110.50,
HCQ3-32.00

425

nuTpK

TYOu

3000

AminalBC1551

Alkaloid

1.3500

4050.00

8.1000

KoHueHTpar 3a
BukapboHaTHa
XEMOAManu3a, Kucen cue
CbLCTAB Ha rOTOBMA 3a
ynotpeda p-p 8 mmol/L
Na-138.00, K-3.0, Ca-1.75,
Mg-0.50, Ac-3.00, CI-110.50,
HCO3-32.00

426

nuTpK

TyGm

3000

Aminal BC/3 51

Alkaloid

1.3500

4050.00

8.1000

KoHuerTpar 3a
BukapboHaTHa
XemMOfManu3a, KUCen cbe
CbCTAaB Ha roToBKA 33
ynotpe6a p-p 8 mmol/L:
Na-138.00, K-3.0, Ca-1.50,
Mg-0.50, Ac-3.00, CI-109.50,
HCO3-32.00

428

nuTpy

Ty6M

1000

Aminal BC/31551

Alkaloid

1.3500

1350.00

8.1000
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