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0. 2%.
IIPOBEJICHA OTKPHTa IpoIleaypa 3a Bb3jlaraHe Ha obmectBena nopbuka Ne 00870-2018-0001, orkpuTta ¢
Pemenue No 1/03.01.2018r. Ha M3neHUTENHIS THPEKTOP U BHB Bph3ka ¢ Pemenue Ne 38 /30.03.2018 1. 3a
u300p Ha M3OBIHMTEN, Ce CKIIOYM HACTOSIIMAT AOroBop ¢ mpenmer: JlocraBka Ha JieKapcTBeHH
npoayktu 3a nyxaure Ha CBAJI/IB "npod. UBan Mures' EAJI, Mmexy crpanuTe:

Huec, .. .... 2018 r., B rp. Codus, Ha ocHoBauue Yn.112 or 30II, B pesyarar Ha

BB3JIOKUTEJL: - CBAJIIB ,,ITPO®. UBAH MUTEB” EAJL
c angpec: rp. Codus - 1606, Gyn. “Axan. Man ['emmos” Ne 11, ten.: 81-54-210, dakc: 952 16 50
BYJICTAT 000 662 790, mnpencrasisBana ot A-p Mapus Boxkunaposa Exumosa-Ilenesa - Usnsnaurenen

JHUPEKTOp W'~~~ " " a—I7aBeH CYCTOBOMAMUTEI
H
U3IBJHUTEJI - “COJIOMEZ” EOOJ

rp. Codus-1618, x.x. “Bekcron”, yi. “Kazoex” Ned49, tem. /dakc: 9 555 600; 9 559 300, BYJICTAT
1O 832018 046, per. mo ¢.n. Ne 1919/1993r. Ha CI'C, e-mail: gpanov(@solomed.eu, npejcTaBisBaHa OT
N o ' B KAYECTBOTO MY Ha YIIpaBUTENl Ha IOPHIHYECKOTO JIHIE

L. IIPEAMET HA IOTOBOPA

1.1 UI3II'BJIHUTEJIAT ce 3anpmxasa fa foctasu | npoaaae Ha Bh3JIOXKUTEJIS paspemenn 3a
ynorpeba u nmpojax6a JeKapcTBeHH IPOJYKTH, HAPUYAHHU 3a KPaTKOCT CTOKH, IO BHJ, IICHH U B
CPOK, CBIVIACHO JBYCTpaHHO mojanucana Crenupukamus, HepasjelHa YacT OT JOroBopa,
CKIIIOYEH B pe3yNTaT Ha NMPOBEJCHA OTKPHTA IPOLEAypa 3a Bh3jlaraHe Ha OOLIECTBEHA OPHYKa
3a JIOCTaBKa Ha JICKapCTBEHH ITPOAYKTH.

1.2 Msicro na m3nbanenne — rp. Copus-1606, 6yi1. ,,Axan. Mean [emor” Nell — ckian 601HAYHA
Arnreka

1.3 Cpoxk na gorosopa — 1 roguna.

II. IEHH, OBIIA CTOMHOCT HA JIOTOBOPA U HAYUH HA IIJIAIIIAHE

2.1 Ilenute Ha NeKapCTBEHUTE MPOYKTH MO HACTOSIINS JOTOBOP Ca ONpENETCHH U (GUKCHPAHH KBM
MOMEHTa Ha HmojaBaHe Ha odeprara. B crmywait Ha mpomsiHa Ha LEHA Ha JIEKAapPCTBEH MPOJYKT,
BKimo4eH B [losutuBHus nekapctsen crnuckk /IIJIC/, memara ce koperupa, kato ce (ukcupa Ha
npependara no [IJIC, xoperupana ¢ % oTcThhKa, ompejeneH B odeprara Ha ytlacmmj{a 0§
crnecu(MKanuaTa Ha JOTOBOpA.

MexauuzmbT Ha unenooGpazyeame ce npumaara ciaen kare W3ITBJHUTEJIST
BB3JIOKHUTEJIA konue ot ILIC, ¢ HacThORAATA IPOMSAHA.



2.2 IleHuTe Ha TeKapCTBEHHTE MPOTYKTH II0 TO3H JIOTOBOP Ca ONPE/CICHH B PE3Y/TaT Ha IPOBEACHA
OTKpHTA IIPOLIE/ypa 32 Bh3/araHe Ha 0GIIeCTBEHA NIOPBYKA | €a 4acT OT odeprara Ha H3nbaauTens,
C KOATO € U30paH KaTo TaKbB.
2.3 B Crnenudukanuara KbM J0roBopa ca (HKCHpaHH IICHHTE Ha JICKAPCTBEHUTE MPOIYKTH KBM
MOMEHTA Ha TOAMMCBaHe Ha JOTOBOpa M OCTABAT HEIMPOMEHEHM 3a CPOKAa HAa HETOBOTO JICHCTBHE,
OCBEH B CIIy4YauTe:
- Ha4Yn.116, an.1 ot 30I1;
- Ilpu Bb3HMKBaHE Ha 0OCTOATENCTBA 10 WI.2.1;
- B ciyuait, ue mpe3 BpeMeTo Ha JeiicTBHE Ha JOroBopa cToiHocTTa mo wi.50 or Hapenbara 3a
peryiupaHe W PerucTpHpaHe Ha IEHHTE Ha JIEKapCTBEHWTE MPOAYKTH, YCIOBHATA, NpaBHJIATa H
KPHTEPHHTE 32 BKIIOUBaHe, IPOMEHH H/HIH H3K/IIOUBAHE HA JIEKAPCTBEHU MPOAyKTH OT [To3uTHRHUA
JeKapcTBEH CINHCHK W YCIOBHATA M pela Ha paGora Ha HauwonanHus CBBET 10 IEHH H
penMOypcHpaHe CTaHe II0-HHCKAa OT JIOTOBOpeHaTa, Bwn3noxkurensr Oe3ycioBHO —3arliaia
JleKapcTBEHHMTE MPOJYKTH HA TO-HHCKATa IeHa, OT JaTara Ha BIM3aHE B CHJIA HA KOHKPETHOTO
pemrenre Ha HaunoHamHUS CHBET 1O 1IEHH U peMMOypCHpaHe.
2.4 O6mara croiiHocT Ha jocTaBkute 1Mo JloroBopa Bh3nu3a Ha 138.05 . 6e3 JAJIC (165.66 neBa
¢ J1C).
2.5 TnamanusaTa ce U3BBPIIBAT B JieBa, Mo GankoB meT no cMeTka Ha U3ITBJIHUTEIIS ornoxeno
110 60 aHH clie/l IOCTaBKa U MpeACTaBsIHe Ha HEOOXOAMMHUTE JTOKYMCHTH;
Jlannu 3a M3nsaHuTEN:

BAHKA Yuuxpenut Byn6anx AJl

IBAN BG42 UNCR 7630 1007 3438 05
BIC UNCR BGSF

2.6 B mmemuenne Ym.3, aml ot 3akoHa 3a cUYeTOBOACTBOTO, M3NMBJHHTEIAT € JIbXKEH [a
dakTypupa DOoCTaBKHTe Ha ObArapckm e3mk. B crmydaii Ha 3anmuc Ha natuHMIA 1o (Qakrypara,
BB3T0OKUTENAT HE TPHEMA JOKYMEHTA U T'0 Bpblla Ha M3nbIHUTEN 32 KOPEKIHS.

M3NBJHUTEJSAT ce 3ags/xaBa jga (akTypupa JOCTaBKMTE, KaTto BBbB _(akrypara
CHOTBETHHSl JIEKAPDCTBEH MNPOIAYKT € 3anucaH _ Ha _kupuwanna ¢ THbpProBCcKOTO

HAMMEHOBaHHeE, M0 KOETO e MOCOYeH B J0roBopa M3anbaHHTENAT € JUTHKEH J1a H3MTHCBA
BBB Besika (pakTypa Ne u 1ata Ha CK/IIOUBaHe Ha JOTOBOpA.

2.7 UBITBJIHUTEJIAT e pnexen na yeegomu nmucMeHo Bb3JIOXKUTEJIA 3a Bcuuku mocneBay
IIPOMEHH 10 TOYKa 2.5 B Cpok a0 24 4yaca, CYUTAHO OT MOMEHTa Ha mnpoMmsHata. B ciyvaii ue
U3ITBJIHUTEJIST ne yBemomu BB3JIOXKUTEJIISA B TO3M cpok, cuMTa ce, 4e IUTAIIAHHATA ca
Ha/JIe)KHO U3BELPIIEHH.

2.8 (1) Koraro U3ITBJIHUTEJISAT e ckmounn noroBop / JOrOBOPH 3a IOJU3IBIHEHHE,
BB3JIOXKUTEJIST u3sbpiiBa OKOHYATETHO INIAIAHE KBM HETO CIE IPEICTaBsHE Ha:

- MPOTOKOJI, MOJIMKCAH OT yIrbJIHOMoIeHH npeactasutend Ha Bb3JIOXUTEJLS, na USITBJIHUTEJLS u Ha
[MOAUBITBJIHUTEIISI/UTE, ynocroBepsBamy mnpuemanero oT BB3JIOXKUTEJIS Ha wu3BbpIIEHUTE
noctaBkd M npenocraBeHute ycnyru ot ITOJAUSITBIIHUTEIISI/UTE ¢ noroBopeHHUTE H3UCKBAHHSA, C
npunokenu pokazatenctsa or U3ITBJIHUTEJIA, ye chbuMAT € 3amiaTiia Ha MOAH3ITBIHHTEIA/HTe BCHUKH
H3BBPIIEHH OT HETO ACHHOCTH 110 CKITFOYEHHS MEXIY TAX JO0T0BOP 3a MOJU3IIBIHEHHE.
WA
- nmoxasarenctea oT U3ITBJIHWUTEJIS, ye noroBopsT 3a MOAU3NBIHEHHE € MpeKpaTeH, WM paboTara WM
YacT OT Hes HE € H3BBPIIECHA OT MOAH3IIBIHHTEIA

(2) Korato M30BJIHUTENAT € CKJIFOYHII JOTOBOP/AOTOBOPH 3a MOAM3IBIHEHHE H YaCcTTa NT mantumraTy,
KOATO C€ M3IBJIHABA OT IMOJHM3ITBJIHUTEN, MOXe J1a Objie NpefaeHa KaTto oTaeneH obek
WIH Ha BB3J0XKHUTEINSA, BB3JIOKHUTENAT 3alljiallla BE3HArpakJecHHE 3a Ta3M 4acT Ha 0] >
OCHOBA Ha HCKaHE, OTIPABEHO OT MOJHUNBIHUTENS A0 BB30KUTENS Ype3 HATBIHUTEIIS, F (
r0 MPeI0CTaBH Ha BB3IIOKHUTENA B 15-THEBEH CPOK OT MOIy4aBaHETO MY.



- KeM uckanero mo an. 2, U3menauTensT mpefocTaBs Ha Be3joxkuTeNs CTAHOBHIINE, OT KOETO Ja €

BHOHO JaJIH OCIIOpBa IUTalllaHUATa HIIH 9acT OT TAX KaTO HEABJDKHUMH.

- Bu3noxurenar uma IMpaBO Ja OTKaXE INIaIlaHe II0 all. 2, KOraTO HCKaHCTO 3a IJTalaHe € OCIIOPEHO,

[0 MOMCHTa Ha OTCTpaHsABaHE Ha MpHYHHATA 34 OTKasa.

-3a JdaTra Ha IUTAllaHeTOo, C€ CUHMTA JaTaTa Ha H3BBPINBAHE HA HAPCIKIAHETO 34 IUIAIaHe OT CTpaHa Ha

Bro3noxurens.

III. IIPABA U 3AABJIKEHUSA HA Bb3JIOKUTEJISL

3.1 BB3JIOKHUTEJIAT 3asBsBa BHa H KOJIHYECTBOTO HA HEOOXOHUMHTE JIEKAPCTBEHH IIPOLYKTH,
¢urypupamu B Crenudukarusra, HepasjeiHa 4act ot JJorosopa.

3.2 BB3JIOJKUTEJISIT e pnexeH fa 3aminatd JIOCTABEHHTE JIEKAPCTBEHH MPOAYKTH B CPOKa,
onpeneneH B Paznen I, 1.2.5 ot Jlorosopa.

3.3 BB3JIOKHUTEJISAT e nnbxkeH Aa npHeMe 3asBEeHUTE KOJIHYECTBA JIEKAPCTBEHH IIPOAYKTH.

3.4 BB3JIOKUTEJIAT e nnexeH na mperiefa JOCTaBKHTE W Ja HalpaBH BB3PAKEHHE 3a
HECHOTBETCTBHE B TAXHOTO KOJIMYECTBO, B, CPOK Ha FOJHOCT B MOMEHTA Ha JIOCTABKATA.

3.5 [Ipu ycranoBsBaHe Ha HEJOCTATHIM H IeEKTH IO TOCTABEHHTE JICKAPCTBEHH NIPOYKTH, KAKTO H
HECBOTBETCTBHS B TAXHOTO KOJIMYECTBO, BHJ U I'OJHOCT ChC 3aIBEHOTO, KOHTO HE ¢a MOIJIH Ja
OBbIaT OTKpUTH IpH OOMKHOBEH Ha4yWH Ha npuemade 1o T.3.4, BB3JIOKUTEJISIT uma npaso
Ja ysesiomu HezabasHO MBITBJIHUTEJIS u fa nmoucka TAXHOTO Bh3CTAHOBABAHE HIIM 3aMsHA B
MOJIXOJSII BH/I H CPOK.

3.6 BB3JIOJKHUTEJIAT me ce 3anpmkaBa Ja 3asiBH H 3aKyNH [UI0TO KOJIMYECTBO 1O AOTOBOPA 3a
CpoKa Ha HErOBOTO JIEiCTBHE.

3.7 BB3JIOKUTEJIAT cu 3anma3Ba mpaBoTo, IpH HEOOXOJMMOCT, 12 3aMECHS €IHH KOJIHYECTBA C
ApYTH B PAMKHTE Ha criecH(UKaluaTa H 00Iara CToiHOCT [0 JOTOBOPA.

3.8 BB3JIOKHUTEJISAT uma npaBo aa wmsucksa ot M3ITBJIHUTEJIS na ckmoud u nma My

IpeJICTaBH J0rOBOPH 3a MOAU3IBIHCHHE ¢ IOCOYEHHTE B odepTaTa My IO AM3IBIHUTEIN

IV. IIPABA U 3AIBJIZKEHUS HA U3ITBJIHUTEJIS

4.1 TBIIBJIHUTEJIAT U3nsanutenar e JurskeH, cbrnacHo .67, an.6 ot 3011, npeau moanucease Ha

JIOTOBOpa Jla MNpeJCTaBH aKTyaJHH [JOKYMEHTH, YAOCTOBEPSBAIM JIMIICATA HAa OCHOBAaHHATA 3a

OTCTpaHABaHE OT NPOLEaypara, KAKTO H ChOTBETCTBUETO C IIOCTABEHATE KPUTEPHH 3a IOA00P.

4.2 MIBITBJIHUTEJISAT e nnwixen na nocraeu go Anrekara na CBAJIJIB “npod. MBan Murtes” EAJ
3adBEHUTE JICKAPCTBEHH MPOJYKTH B CPOK J0 24 4Yaca OT MOJydYaBaHE Ha 3adBKa OT CTpaHa Ha
Bu3noxurens.

4.3 U3ITBJIHUTEJIAT e niwxen na nponane Ha BB3JIOXKUTEJIS nekapcTBeHHTE NPOYKTH IIPeaMET
Ha JloroBopa, 1o 1eHH, CbriacHo wi.2.1 OT HaCTOSIIKS JOTOBOP.

4.4 IBITBJIHUTEJIAT e urbkeH Na IOCTaBH JIEKapCTBEHH MPOAYKTH, PETHCTPUPAHH H PaspelleHH 3a
BHOC M THPIOBHS B CTpPaHATA.

4.5 UIBITBJIHUTEJIAT e jurskeH 1a T0CTaBs JICKAPCTBEHUTE MPOAYKTH C MHMHHMMAaJEH CPOK Ha
rojHocT He mo-Manko oT 60 % OT ocTaThYHHA CPOK  HAa TOJAHOCT KBM AaTara Ha JocTaBkara. Beska
A0CTaBKA ce CBOPOBOXKAA € JOKYMEHT, [AOKAa3Ball OCTATHYHHA CPOK HAa TOJHOCT Ha
JIEKapCTBEHHTE MPOAYKTH

4.6 B ciydaii Ha 10CTaBKa Ha JIEKAPCTBEHH MPOIYKTH C MO-KPAaThK OT JOTOBOPHPAHHA CPOK HA TOAHOCT,
U3ITBJIHUTEJIAT cneapa a 3amiaTu HEYCTOMKA:

e 0T 59.99% 10 50% - 5% BBPXY CTOHHOCTTA HA OCTABKATA
e 0T149.99% 5o 40% - 10% BBpXy CTOHHOCTTA Ha JIOCTABKATa
e 0T 39.99% o 30% - 30% BBEpPXY CTOHHOCTTA Ha 1OCTABKaTa
e 0T 29.99% no 20% - 60% BBEpXY CTONHOCTTA Ha JOCTABKATa
e 101 20% - 90% BBPXY CTOHHOCTTA Ha JOCTaBKaTa

4.7 loctaBka Ha JICKAPCTBEHH NPOAYKTH C OCTaThY€H CPOK HA I'OAHOCT IMO-MATbBK OT
O0sIBEHHs OT MNPOM3BOAMTENSA, CE HM3BBPINBA CAMO C MOTHBHPAHO pEINCHHE Ha |




JHPEKTOP 32 KOHKPETHO KOJIMYECTBO, OMpE/IENEHO OT HEro. bes W3pHYHOTO NMHCMEHO ChIIIacHe Ha
H3ITBIHATEHHA THPEKTOpP, CTOKUTE HE Ce 3aruialnar.

4.8 U3IMIBJIHUTEJISIT mpenaBa JieKapcTBEHHTE MPOAYKTH Ha ymbiHoMomeno ot BB3JIOXKHUTEJLA
JUTBXHOCTHO nue. [IbpBHYHHTE CIETOBOIHH JOKYMEHTH ce oopMsT npu cra3sane Ha 9.3, an.1 or
3akoHa 3a CYETOBOJCTBOTO.

4.9 MBNBJHUTEJISAT e ibkeH Opd MOUCKBAaHE Ja BBH3CTAHOBH KOJIHYECTBOTO HIM 3aMEHH
HEKAueCTBEHHUTE U HETOIHH JIEKAPCTBEHH IIPOIYKTH NPH YCIOBUATA Ha HacToAIHs J[oroBop.

4 10M3OBJIHUTEJISAT uMa npaso Ja OTKaXe 3axb/DkeHusTa no Pasmen IV, 1.9, ako ce nokake, 4e
JNIeKapcTBEHH MPOIYKTH, IPEJIMET Ha I0roBOpa ca mospejieHH no uHa Ha BB3JIOXKUTEJLA.

4,11 (1) USIIBJIHUTEJT e miekeH mpead IMOANKCBAaHE Ha JIOTOBOpa Ja INPEICTaBH Ha
BB3JIOXKUTEJISl mokyMeHT, yA0CTOBEPABAL] H3IBIHEHHETO Ha M3HMckBaHuATa Ha Ym.112, an.l, 1.3 or
30I1. 3a obGe3neuyaBaHe Ha U3MBIHEHHETO Ha 3aIbJDKEHHATA I10 JOrOBOpa B YCTAHOBEHHTE CPOKOBE H C
Ka4eCTBO, CHITIACHO HOPMH M M3MCKBaHHUS, BB3I0XKUTENAT onpe/iesis rapaHiiis 3a U3IBIHEHHE B pasMep Ha

5 % ot croitnocrTa Ha orosopa Ge3 JIJIC, Bp3musania Ha 6.90 JIB. kaTo B caydvaii Ha GaHKOBA rapaHIUs

MM 3aCTPaxoBKa, CPOKBT Ha JAEHCTBHETO i clieJBa Ja HaJBHINaBa CpOKa Ha JelcTBHe Ha Jorosopa ¢ 30

(Tpumecer) muu. B ciyuaii Ha mpemocTaBsHE Ha 3acTpaxOBKa 3a rapaHIMs 3a M3IIBIHEHHE Ha JOTrOBOpa,

OTTOBOPHOCTTA IO 3aCTpaxoBKaTa Cle/iBa /la € PUPaBHEHA Ha CTOMHOCTTA Ha rapaHIuATa 33 H3MbJIHECHHE

Ha JIOr0BOpa.

(2)apanuusaTa 3a H3MBIHEHHE CIYXH 3a obe3zneyaBane Ha B3emanuata Ha BB3JIOKUTEJLI cpemy
U3ITBJIHUTEJLS 3a obe3mersBaHe Ha Bpead U 3aryOH, NPUYUHEHH OT HEHM3IIBIHEHHE HJIH HETOYHO
/mommo/ u3mbiHeHHe Ha 3aabkeHusta Ha U3ITbJIHUTEJIA no norosopa.

(3)BB3JIOXKHUTEJIAT uMa nmpaBo ja YCBOH M3IAJIO MJIM YacT OT rapaHIUATa 3a M3MBIHEHHE HA JOrOBOpa
IpH HEU3IBIHEHHE Ha KJIay3WTe Ha HACTOAMIMA JOrOBOpP HJIM IPH H3IBIHEHHE pa3sMHHABAIl0 Ce C
npeUIoKeHUeTo 3a H3MbIHEHHE Ha MOphYKara M IIEHOBOTO IIPEATIOXKEHHE IaJieHH OT CTpaHa Ha
U3ITBJIHUTEJLA o morosopa.

(4)ITpu exHocTpanHO npekpatsBane Ha goropopa o BB3JIOXHWUTEJIA, nopaau BHHOBHO HEH3II'BIIHEHHE HA
sanemkenus Ha U3ITBJIHUTEJLA no noroBopa, cymMara OT rapaHIHsATa 32 H3MBJIHEHHE HA JOTOBOpa Ce
yCBOSIBA H3I[SUIO KaTo o0e3leTeHue 3a npekparssane Ha Jlororopa;

(5) l'apanuusTa 3a u3nenuenue ce ocBoboxaasa or BB3JIOXHUTEIIA B cpok no 30 aHU cnex U3THYAHE
CpOKa Ha HacTOsLMA JoroBop. B ciydyail Ha GaHKOBa rapaHuMs WM 3acTpaxoBka, M3nbIHUTENAT WM
HETOB YI'BTHOMOIIEH MpeJICTABUTEN ClIeJBa Ja ce SBH NpH Bb3noxkurens 3a mojlydyaBaHe Ha OpUTHHAIA
Ha JIOKYMEHTA.

(6) Be3noxutenar e abwku TUXBH BbpXy BHeceHata oT USIIBJIHUTEJIAT rapanuus 3a u3anbIHEHHE

4.12 U3ITBJIHUTEJIAT e mrbikeH a CKIIOYH JOTOBOP / JOTOBOPH 3a MOAMU3IIBIHEHHE C IOCOUYCHHUTE
B ocl)epTaTa MY HDOAH3IIBIIHHTCIH B CpPOK OT 3 AHH OT CKIJIIOYBaHC¢ Ha HACTOALIHA AOrOBOp H Ja
npenocraBu opuruHaneH exsemiunap Ha Bb3JIOJKMTEJLA B 3-aueBen cpok

V. OBIIIH YCJIOBUSA
5.1 Ilpu 3abaBsgue Ha nocraBkata, U3IIbJIHUTEJIAT awvmxu va BB3JIOKUTEJIS HeycToiika B
pasmep Ha 0,01 % Ha geHn oT croliHOcTTa Ha 3a0aBeHaTa JIOCTaBKa, HO He IoBede OoT 5 % ot
CTOMHOCTTA Ha HEU3ITBIIHEHHUETO.
5.2 Tlpu mpocpoyeHo IulalaHe Haj Cpoka, omnpejeneH B T.2.5 oT morosopa, BB3JIOXKUTEJIAT
nemku Ha U3ITBJIHUTEJIA meycroiika B pa3smep Ha 0,01% Ha aen, Ho He mo-Bede oT 5 % ot
JIBJDKMMATa cyma.
5.3 HM3MeHeHHe Ha JOroBopa 3a oOIIECTBEHA IOpPBYKA C€ JIONYCKa 110 H3KIIOYEHHE B cnytrame
pernamenTHpasd B wi.116 ot 30I1.

5.4 JloroBOpbBT ce MpeKparsBa:

- ChrIacHo ycioBusaTa Ha Ym.1.3.

- KOraTo € HeoOXO0JHMMO CBINECTBEHO U3MEHEHHE Ha MOpBhYKaTa, KOETO HE IO3BOJIABA |

H3MeHeH Ha ocHoBaHue Un.116, an.1 ot 30I1



- KOraro ce yCTaHOBH, Y€ II0 BpeMe Ha IpOBEXJaHe Ha IpollelypaTa 3a BB3JlaraHe Ha Nopbykara, 3a
M3ITBIHUTENS ca O HaHie obcrogTencTsa nmo wi.54, an.1, 1.1 ot 3011 B3 0CHOBA Ha KOUTO € CJIeABAIIO
Ja ObJie OTCTpaHEH OT MpOIlEeLypara.
- IopbYKaTa He € cieaBayio na ObAe BB3IOKEHA Ha H3MBIHUTENA, II0pajd HaJIHYHe Ha HapyIICHHE,
nocranoBeHo oT Craa Ha EBpomneiickus cpio3 B mpoueaypa no 4. 258 JIOEC.

5.5 JloroBopsT MOXKe J1a Ob/ie IPEKPaTEeH U B CICTHUTE CIIyYaH:

110 B3aMMHO CHIJIACHE MEXKIY CTPaHHTE, H3pa3eHo B MHcMeHa (GopMa;

IpH BHHOBHO HEHM3IBJIHCHHE Ha 3aJB/DKCHUATa HA e€Ha OT cTpaHuTe — ¢ 10 QHEBHO MHCMEHO
[IpEeIU3BECTHE OT U3IIpaBHATa JI0 HEH3IIpaBHATa CTpaHa

- [pH KOHCTATHPAaHU HEPEIHOCTH H/MIN KOH(QIMKT Ha HMHTEPECH — €IHOCTPaHHO C M3IpalljaHe Ha
IMUCMEHO Ipeau3BecTe oT Buanoxurens no Msnennutens

- eIHOCTPaHHO OTCTpaHa Ha Bp3moxurens, B cnyyai, ye M3MbIHUTENAT MO3Ba OAM3NEIHATEN, 0€3
Jla € IeKJIapupai ToBa B odepTara CH HIIH I0JI3Ba NOAM3IIBIHHATEI PA3IMYEH OT JACKJIapUPaHUSL.

- B pe3yNTaT Ha HACTHIIWIU CHIIECTBEHH IPOMEHH B 00CTOATENICTBATA 3a H3IIBIIHEHHE HA JOT0BOPA 110
[IPUYMHH, 3a KOUTO CTPaHUTE HE OTTOBapAT;

- B cnyqaﬁ Ha HEHU3IIBJIHEHHEC Ha KIIAay3HTEC Ha HACTOAINUA JOTOBOP HIIH HU3IIBIHCHHE, pasMHHaBAIIlO
ce ¢ IlpennoxxeHuero 3a U3NbIHEeHHEe Ha nopbukara U LleHoBata odepra na U3ITBIIHUTEJLA,
BB3JIOKHUTEJIAT uma npaBo 1a nIpekpaTH U3TBIHEHUETO HAa HACTOAIIUS JOTOBOP C €HOMECEUHO
IIMCMEHO IIPEIU3BECTHE, KaTo 3aJbpXKH BHECCHATa rapaHIHs 3a H3IbIHCHHUE.

5.6 BB3JIOXKUTEJIAT wmoxe pga mpekpaTH J0roBOpa, ako B pe3ynTaT Ha 0OCTOSATENCTBa,
BB3HUKHAJIH CJIE]] CKIIIOUBAHETO MY, HE € B ChCTOSHHE Ja U3IIBIIHH CBOUTE 3abJIKECHUS.
5.7 Ilpu mpexparsBane Ha goroBopa BB3JIOXKMUTEJIAT wme s3ammaru va M3ITBJIHUTEIIS camo
CTOMHOCTTA Ha H3BBPIIEHHUTE KbM JaTaTa Ha IPEeKpaTsIBaHETO JOCTaBKa U JEHHOCTH.
5.8 Crpanute ce 3aabKaBar a ypeasT BCHUKA (GHHAHCOBH 33Ib/DKCHUS BH3HHKHAIH TIPE/IH
[IPEKpaTsABaHe Ha JI0roBOpa.
5.9 Heypenenute B To3u Jlorosop BBIpocH ce ypexaaT ot 33/ u mefictBamoto 3akoHomatencTso. [Ipu
HEpENIHM Ype3 IPEroBOPH CIIOp MEXKIY CTpaHHUTE, ChINMS C€ OTHACS 3a pellaBaHe Mpe] KOMIETEHTEH
CBb/I.

VI. NOAU3ITBJIHUTEJIN — uama
6.1 IIpenBHACHHAT MOMU3MBIHHTEN B O(PEPTATA ..oovvvvvvrirereninineeinenannnnns (HauMeHOBaHHE H
MPaBHOOPraHU3allMOHHA (JOpMa M HHAMBHIyaIH3UpaIia HHGOpMAaIKs) H3BLPIIBA:
I (mocouBaT ce BHAOBeTe paboTH OT MpeaMeTa Ha MOPHYKATa,
KOHTO IIE ce MPEeATokKaAT Ha KOHKPETHHA NMOAM3ITBIHATEN);
R T S S R T S e e s % (nmocouBa ce CHOTBETCTBAIMUAT Ha Te3d paboTH Al B
NPOIIEHTH OT CTOHHOCTTA HA 00IIecTBEHAaTa MOPHYKa).
6.2 CxiaoyBaHMAT JOTOBOpP 3a MOAU3NBIHeHHe He ocBoboxkmasa W3ITBIIHUTEIIAT or
OTTOBOPHOCTTA MY 3a M3ITBbJIHEHME Ha IIPeIMeTa Ha HaCTOSIIUS JOTOBOP.
6.3 USITBJIHUTEJIAT usma npaso fa:
6.3.1 CxmouBa JOroBOp 3a MOJU3IBIHEHHE C JIHIIE, 33 KOETO ca HallHile 00CToSTencTBaTa 1o wi. 54, ain. 1 ot
30IT;
6.3.2 Bp3nara u3NBIHEHHETO HA €/IHA MIIH IIOBEYE OT JeHHOCTHTE, BKJIIOYEHH B IIPEIMETa Ha 00IIecTBeHATa
[IOpBYKa, Ha JIMIA, KOUTO HE Ca ITOAU3IIbIHUTETH;
6.3.3.3ameHs nocoyeH B odeprara MOJU3MBIHHTEN WIH BKIIOYBAa HOB TAKHB [0 BpEME Ha M3IIBJIHEHHE Ha
JIOrOBOpa, OCBEH IO M3KJIIOYEHME, KOraTo BB3HHKHE HeOOXOJMMOCT, aKO ca H3IBIHEHH €IHOBPEMEHHO
CJIEIHUTE YCJIOBHS:
a) 3a HOBH IIO/IM3IIBJIHMTEI HE Ca HAJIMIIE OCHOBAHHUATA 3a OTCTpaHsABaHE OT IPOLlelypara;
6) HOBUAT MOAM3IBIHHTEN OTroBaps Ha KpPHTEpHHTE 3a MoAOOp, HA KOHUTO € OTroBapsil TPE/IMITHHSAT
MOAU3IBIIHUTEI, BKIIOYHTEIIHO MO OTHOINEHHE Ha Jiefla M BH/JA Ha JIEHHOCTHTE, KO
KOPHUTHPaHH ChOOPa3HO U3IIBIHEHHETO JI0 MOMEHTA JICHHOCTH.
6.4 (1) B cpox 10 TpH OHM OT CKITIOYBAHETO HA JOTOBOP 3a MOAU3IIBIHEHHUE WITI
CIIOpasyMCHHC KBbM HCro, HJIH Ha AOroBOp, C KOHMTO €€ 3aMCHA IIOCOYCH B H
MOMU3MBIHUTE MIH BKMo4YBa HOB momu3meiauten, M3ITBIIHUTEIISIT e on



OpHTHMHAJIEH eK3eMIUIAP OT JOr0BOpa WK IOIBIHUTENHOTO criopasymenue Ha BB3JIOXKHUTEJL 3aenmo
C BCHYKH JJOKYMEHTH, JI0Ka3Ballid H3IIBIHEHHETO Ha yenoBuATa o Yin.66, an.11 or 3011

(2) CxmoyBaHETO Ha JOTOBOP C MOAM3IBIHKUTEN, KOHTO HEe OTroBaps Ha YCIOBHATA HA W 66, am. 11
or 30I1 unm 3a HEro He ca MNpEACTABEHH BCHYKH JOKYMEHTH, KOHTO JO0Ka3BaT H3IIBIHEHHETO Ha
ycnoBuaTa 1o wi. 66, an. 11 ot 3011 e ocHOBaHMeE 3a €AHOCTPAHHO IIPEKpaTABaHE Ha JOroBopa OT CTpaHa
Ha BB3JIOXKUTEJIA

6.5 [logu3mbIHUTETHTE HAMAT [IPABO Jia MPEBB3/IaraT €Ha MM [OBeYe OT ACHHOCTHTE, KOMTO ca
BKJTIOYCHH B IIpEIMETA Ha JI0r0BOPA 3a IO IH3ITbIIHEHHE.

6.6 U3IIBJIHUTEJIAT e mnwpxkeH na IpekpaTH JOrOBOP 3a MOAU3IIBIHEHHE, ako [0 BpeMe Ha
U3IBJIHEHHETO MY BBh3HHKHE 00cTosTencTBO o ui. 54, an. 1 ot 3011. B te3u cmyyau U3ITBJIHUTEJIAT
CKJIIOYBA HOB JIOTOBOP 3a IMOJU3IIBJIHEHHE NPH CHasBaHe Ha YCIOBHATA M W3UCKBAHUATA, TOCOYCHU B
NpPEeIXOJHUTE WIEHOBE HA HACTOSINUS JOroBop. B cpok 10 3 1OHM OT CKIIOYBaHE Ha JIOTOBOpa,
M3nbaHUTENST H3Mpalna Komue oT JoroBopa Ha Be3noxurens.

6.7 BB3JIOXKUTEJIAT npuema U3NbIHEHHETO Ha AEHHOCT IO JOroBopa 3a o0InecTBeHa Mopbyka, 3a KOsITo

H3IBJIHUTENAT € CKIIOYHJI JOTOBOp 3a MOAH3NBIHeHHE, B npucbeTBHeTo Ha W3ITBIIHUTEIISA u na
[MOAUSITBIIHUTEJIA.

JoroBopsT € cheTareH Ha ocHoBaHue Uit 112 ot 30I1 u BB Bpb3ka ¢ Ui.69 ot [TI130I1 u noanucan
B JIBa €/IHOOOpa3HU €K3eMIUIIpa — 10 €IMH 3a BCSIKa OT CTPAaHHUTE.

HpHIIO}KeHP[e — CbI'NIACHO TEKCT™ -

BB3JIOXKHUTEJL: MN3ITBJIHUTE.
RO T W || . e
j

/m-p Mapus Exumosa =

ssessescsnnue

- HOpuc



CMNECUPUKALUA KbM JOMOBOP CHC "CONIOMEL" EOOA

—res
=
° m
o m eq. ueHa 3a % oTcTbNKa
Ne no MexayHapoAHO HENaTeHTHO o iiromo: fesancysass - Hlomiecte 5 § Tuproscko Prpua MepHa obuwa bt 01/:‘ :saaena-ra 8
paneeTuyeH kon, | copma/mepHa | O aKTMBHO s 7 NpPoU3BOAMT| & OnakoBKa b
pea HanMeHoBaHue INN JATC-xom/ A e g s HauMeHoBaHWe eAuHMua | CTOMHOCT c npeaenxa E=
wecTeo S5 en 6ea [UIC c AN uexa NNN e
ax (=%
1 2 3 4 5 6 7 8 9 10 11 12 13
Sanofi
DEPAKINE Chrono, Winthrop
336 |Aumaym Bannpowk - XpoOHO NO3AGO01 Tabn. 300 mr 500 Prolonged release Industrie 0.1081 54.0500 | 12.9700 0 100
tablet, 300, mg Ambares-
Ppanups
Sanofi
DEPAKINE Chrono, Winthrop
337 |Aumnaym Bannpowmk - XpoHo NO3AGO1 Tabn. 500 mr 500 Prolonged release Industrie 0.1680 | 84.0000 | 6.0500 0 30
tablet, 500, mg Ambares-
PpaHung
OBLLUA CTOMHOCT:  138.05 ne. 6e3 /IC
n3lI

o~ 77 FRW T

—TI'n. cue Texa/




