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1. ™ LEHTHP 3A HNCUXMYHO 3IOPABE - CTAPA BAPOPA”—EOOQ, CBbC cenanuue

M allpec Ha ynpapieHue rp.Crapa 3aropa, VJl. Apmericka” N16, BYJICTAT
000812208 Hpencraraasan  om YIIPABUTEJ II-p  Credan Tpennadpusion
I'apsatnos, HapudyaH sa kparkocT BL3JIIOXUTEI, o ellHa cTpaHa,
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onpernesieHo =33 M3BIOBIHUTEJ 110 pena Ha I'maBa ocma ,a“ oo 30I
BB3  OCHOBa Ha ny6iauuuag rnoKaHa N 9048630/07.12.2015r.,

HapnM4aHo no-mony 3a KparkocT W3IIBJIHUTEN, oT HpyTa crpaHa,

Ce CKRIOUM HacToammgT HOTOBOP 3a BBL3NaraHe ua obmecTBeHa
NopkyYka, HapuuaH HO=nouy 3a xparkoct ~Horosop™, ¢ npenver :
“IOCTABKA HA JJEKAPCTBEHHU OPONYKTU 3BAa HYXIUTE HA »II3-Crapa
3aropa"“ - EOOn NPE3 2016 .~

I. OPEIMET HA JOT'OBOPA :
1. BBEIIIOXKUTEJIAT Bb3Jlara, a NSIIBJIIHUTEJIAT npremMa u ce
SanbirkaBa Ia [ocTarwu Cpelly 3argamade JIexapcTBeHN IPpOnyKTH,
onoBpeHu =a ynorpeba u TeproBus g Eeponerickug CEI03, HOceumm
3HakKa Ha EBponetickara obmwHOCT =34 CLOTBETCTBHMEe — CE, no BUIT,
KOonmMuecTRrO 1% pazdacopka CHEIJIACHO HOMeHKJIaTypaTa
/CHeuM@MKauMHTa/, [prnioxeHa K'bM HacrTosmms NOToBOp 7
Nnpencraerigasama HepasnenHa vacT or Hero,

[I[pOTHOBHaTa crotitocT Ha JiekapcrBeHmTre NponykTH, npemMmer
Ha Hacrogmmsa HOT'OBOpP, B'bLIJAM3a Ha 38000mB. 6Ben HIOC sa uesus
CPOK Ha mororopa. [lportosHaTa CTOMHOCT e Npubnusmrenda u
Bbanoxurengr HaMa  sanemxenme na MBKYTIN JIeKapCTBeHM
NpoOyKTM Ha Taxkaga CTOMHOCT .

II.CPOK HA IIOTOBOPA M MACTO HA U3NBIHEHUE

2. JoroBopbT BIUSA B CUA8 OF i ivwewnsonsinn .. M MMa cuiia 12
Meceua oT marara Ha NNONNMCBaHe Ha HnoroBopa.
3 - MBHerIHJ'/I'I'e.J‘IH'J_‘ Qe BaldbBJIXKara Ioa OJoCcTarga CTOKMUTe rnpu

CllasBaHe wuMIEepaTUBHUTE pPasnopentu Ha BJIXM o TpaHcnopr,



OCUT'YPEH OT Hero M 3a Heropa CMeTKa, @n»o YrnpaBJeHMeTo Ha
Beanoxureng g rp.Crapa 3aropa, yai. ,ApMmericka™ N16.

4. JlocraBkure ce M3BBPLBAT BB3 OCHOBa u CBHOOpasHO BasBKUTE
Ha Bbsnoxurens, B 2 /OBe/ nHeBeH CPOK OT nolaBaHe Ha ChIUTe.

III. UEBEM M HAYMH HA IIJIAIAHE :

9. Kynysaupp 3aruiama  JocTaBeHuTe CTOKM 1O LueHa, CrobpasHo
odpeprara Ha ManemHuresns, a JIEKAPCTBEHUTE NPOOYKTH, BRJIIOYEHM
B llpunoxenne N2 33 JIEKAPCTBEHN  MpomyKTH, sarvlamaHy o
OomkeTa Ha NedyeOHUTe 3aBemeHUs 0o Wi.5 oT 3JI3 u or BromxeTa
Ha JeyeCHure 3BaBeneHus c HAbPXAaBHO MJIM OBMUMHCKO yyacTue o
Wi.2 M 10 or 3J3 wum lNozurnueen JIEKAPCTBEH CIUCHK [0 SJITIXM,
C€ 3amjamaT 1o LeHu, He [IO=BMCOKM OT LeHUTEe no un.26la,amn.1
oT ZJIIIXM.

6. AKO 110 BpEMe& Ha nemMcreBue ua HOTOBOpa JlekapCTBeHM
[IPOLYKTHM, mpenMer Ha nocraska 1O HacToAmMsa OoroBop, 6Gbaam
BRIOYEHM B [IpusioxeHre N2 koM [NosuTueen JIEKApCTBEH CHIUCHK,
CBUMTE Cce 3aryamarT no HEHM, HE TIO-BMCOKM OT UeHUTe no
4yn.26la,an.1l or IJMXM, B Clny4danre, KOIaTo LeHaTa Mo opeprara
Ha MsnenHuTes g e [IO=-BMCOKa oOT UeHaTa no wi.26la,an.l om
SIIXM. Ako ueHaTa no odeprara na MsnbinnTess sa  Tesnu
JIEKAPCTBEHU TMPOOYKTH e [MIO-HMCKa OT UeHaTa no wi.26la,an.l oo

SIIXM  no  Ipuiioxedme N2 - cwumTe ce sarjlamaT o ueHa oT
opeprara Ha MsnenHureng.
g Besnoxurenar 3arJiaia Ha MsnwenHuTens OOCTaBeHUTe

JIEKAPCTBEHM  [POIYKTHU exeMecedHo, BB3 OCHOBa Ha dakTypa,
M3lalleHa oT UsnwbiHuTesns w Kpad Ha TeKymmMsa Mecel 3a
HNOCTaBEHUTE JleKapCTBEHU NMPOOYKTHU .

8. Bwnanoxuremnar SarJjiama  Ha WsbIHUTe s ABIKMMaTa UeHa 0o
OaHKOB 0BT B CPOK JHo 60 /wecrtnecem/ AHM  OT [onydYaBaHe Ha
bakrypara /uy.3 r@I.5 or BI3/ no CllenHara 6OaHkOBa CcMeTKa Ha
U3nbiHUT e
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9. MUBNBJIHUTEIST e HIBXEH Ha yBelLoMaBa MNUCMEeHo BBEIJIOXUTEJIS =a
BCMUKM nocnensamm npomenn no v. 5 g Cpok or 2 /nBa/noHum,
CUMTAaHOC OT MOMeHTa Ha NnpoMAaHaTa. B cnyyalm ue UBIIBIIHUTEJIAT ne
yBelomMu BBIJIOKUTENS B rosu CpPOoK, cuuTa ce, ue llamaHmAara ca
HalJIEXHO UIBLPIEHM!.

10.  Iloroeopenara ueuna € OKOHYaTeJHa M He [omlexu Ha
aKTya/iM3aumsa 3a cpoka Ha HacToAmmMsa IOTroBOp.

11. Koraro VBIBIIHUTEJIAT e CKII04UMJ] loroBop/noroeopu  3a
Noans3IeiIHeHNe, BBIIIOXUTEJIIST VMSBLPUIBA OKOHYATEJIHO IJamaHe KoM

Hero, cren Kamo Oenamr npejgcrasBeHm HnokKaszarescTia, e
V3IIBIIHUTEJIAT e 3annaTmsga  Ha NOAVNSITBIHNUT @IS/ O NUBNBLIIHUT e TUT e
54 MBIIBJIIHEHWTEe o7 Tgx patoru, kouro ca npreTrn no penma Ha
T.19. Kynyeaysr 3ariaua Ha Hocrapuuka CTOMHOCTTA Ha

OOCTaBeHUTe CTOKM B Cpoxk  no 60 gHu or NnoJlydaBaHe Ha
bakrTypara, no Gauxorm ABT ~ CHMETKE: .o O PR Ao S e | :



IV. IPABA U SAIBIXEHNS HA CTPAHUTE :

12. Usnwnumrenar ce 3al'bJlXaBa na nocTaiBu JeKapCTBEeHUT e
OPOHOYKTHM C KOJMYECTBO I Ka49ecTBO, cbOOPaB3HO: KOMMYUECTBO Mo
3afBKa; KayecTBO - C OCTaBal, Cpok Ha TOOHOCT He Mo—MaJr'bK o

75% oT cpoka Ha I'OOHOCT, onpenesneH o NpousBoamMTe s .

13. Ipu nocraekara Ha JIeKapCcTBeHUTe nponykTu ce nonrnucea
ABYyCTpaHeH npueMo-npenasaresen NPOTOKON /nopbuka/, B KOMTO
CE€ OTpassBa HaMMeHOBaHMETO M KOJIMYECTBOTO Ha AOCTaBeHuUTe
NPOOYKTH .

14, Besnoxurensr uma Nnparo pna wmsMckBa o7 VSIMBJIIHUTEJIS na
CKImouM u  pga My HpelcTaBnM HOTOBOPM 13a NOOMBIBIIHEHME C
focoueHuTe B odpeprarTa My NOIU3NBJIHUTEIIN .

15. BBIJIIOKUTEJAT e IJTBXEH ;

- IHa =sanmaru ua VIBI'BJIIHUTEJIA uenara wua JIeKapcreeHuTe
IponykTM B  pasMep, pr yCJloBMS U B  cpokoge CBIVIACHO
HaCTOAWMA HOTOBOP.

- Ha He pasnpocTpaHaBa non KaKeaTo um pa e @Qopma
BCAKa Ipenocrasena My or  MBINKBIHUTEJIS MHbOpMaLms, MMala
Xapakxkrep Ha TBPIOBCKA TanHa 7] MUBPUUHO YrioMeHaTa orT
VISIITBJIHUTEJNST kaTo Takasa B nperncraBeHaTa OT Hero odpepra.

16. VSHOBIHUTENAT uMma Mpago:

- Ha nojyum yroeopenara LUeHa 1npm ycrnoBusTa u B
CPOKOBETe, I[10COYeHU B HacToAmMA OOI'OBOD.

- Ha ucCka or BB3JIIOXUTEIS HeoOxommMMoTo chueiicTeme =4
oCeUIECTBABaAHE Ha paborTara rno noroeopa, BKIIOUMTEJIHO
[IpenocTaBaHe Ha HyxHaTa MHbopMaLms u HOKYMEHTU 3a UIMbIHEeHUe
Ha HOOroBoOpa.

17. UBMBJIHUTEJIST e IOJIBXEH :

- Ha MBMNBIHY [OPBUKATA KAYeCTBEHO B ChOTBeTCTBUEe C
NpenyioxeHOTO B opeprara MY, BKIIOYMTEJIHO TEXHUYECKOTO
[IpennoxeHme, koeTo e HepasnenHa yacT or HacrTosmms DOTroBOD.

-~ Ha He npenocraBs NOKYMEHTH u UHbpOpMaLMa Ha TpeTn
JMLa  OTHOCHO M3M'BJIHEHUETO Ha fopkYKaTa, KakTO W ga He
M3lonsea wuHbpopMauma, cradasa My W3BeCTHa NpM MWI3NBIHEeHUe Ha

SAABIDKEHMATA My 110 HACTOAMMUA INOI'OBOD.
— Ha  CKJIOYM IOoTOBOp/noroBopu  =a NONM3ITEJIIHEHUE  C
focodyeHnTe B odpeprara My TNOIMBI'BIHUTENIM B Cpok oT 5
! /ner/ nHu o CKJIIOYBaHe Ha HacTOAWUSA HOT'OBOpR M 11a
[IpenocTaBm opuIMHaJIeH eK3eMniap Ha BBL3JIOXKMTEJIS B 3-

HHeBeH Cpor.

V. OPEIABAHE M [IPMEMAHE HA V3NBIHEHUETO

18. Illpuemanero wua M3BLpleHara pabora rno v. 1 ce M3BBPWIBA OT
OlipelleNleHM OT cTpaHa Ha BB3JIOKUTEIIA 1 USMBIHUTENS JauLa .
L2 KoraTo MBIIBJIHUTEJSAT e CKJIIOYMIT IOTOBOp/NOTOBOPH  3a

HoaMsIilblIHEHMe, paborara Ha HOIMSIBIIHUTENIMTE Cce npuema o
BBEIJIOKUTEJISA B HPUCECTBMEeTO Ha WUBINBIHUTEJIS u HNOOVMBIIBIHUTEJIS .



VI. HEYCTOWKMU
20. B cnywalt upa 3abaBaHe npu MSII'BIIHEHMETO Ha paborata no
AOroBopa  MUIMBIHUTEJST ABIDKM Ha  BBIJIOXUTEILY HeyCcTorka B
PasMep Ha 3% 3a Bceku IpOoCpoueH neH, HO He NoBeue orT 15%
(neTHanecer/ npoueHTa oT NPOTHOS3HAaTa CTOMHOCTTA Ha
obmecrseHaTa nopbuka.
21. UsnnamaneTro na HeycroikaTa He mumana M3NpaBHATa cTpaHa
OT IpaBOTO na Tbpcu PEANHO uU3NBIHeHMe u obezmerenne =g
npereprnenn Bpemu.

VIII. [IPEKPATSIBAHE HA JOT'OBOPA
22. Hacrosmmst NOT'OBOp ce npexparasa:

- C M3TUYaHe Ha cpoka Ha JOoToBOpPa

- IO B3aMMHO CchIJIacKe MeXIy crpaHure, n3paseHo B
NMcMeHa o¢opma ;

i an BMHOBHO HeM3IeJlIHeH e Ha SaI.I'b.H}KeHI/IFITa Ha enHa or
CTPaHUTe no moroesopa - ¢ 10-nHeBHO nmeMmeno npenuMseecTre o7
MSlNpaBHAaTa OO HeusnpasHaTa CTpaHa;

- IO pena Ha wun. 43, ajg. 4 op Bakona 3a obmecTBeHUTe
MNOP'BYKHA;

s Koraro ca HacTbnmim CblleCTBEHY [NPOMEHM BBRB
bMHaHCUpaHeTo Ha obmecrTBeHara HOpbYKa - npemnMmer uHa Horosopa,
M3BBH NpaBoMoOmMATa Ha B%BHOKMTEHH, KOUTO TOM He e MOTH I
He e Oumn nnexeH na NpenBuIv uiaM na HPENOTBPATH - ¢ NMCMeHO
YBEIOMIIeHe, BenHara chen HAaCTbhlBaHe Ha OBCTOATENCTBAaTA .

23. BBIJIOXUTEJAT MOXe na npexparu HOToBOpa bHens npennseecrue,
KoraTo MINBIHUTEJIST :

-~ He OTCTpaHM B pasyMeH cpox, onpeneJsieH oT
BBEIJNIOKUTETS, KOHCTaTUpaHu B rapaHUMoOHHMUS CPOK HenocTaTbLM;

- MBIIOJI3RAa HOIMsIbIHMTEN, 6e3 na e HeKkjiapupan ToBa B
obeprara cu, wunum M3Ion3esa HOOUSBITBIIHUTEJ, KOMUTO e pasznmueH ot
TO3M, rocodyeH g opeprara my;

- Obone obaBed = HeChCToATeNIHOCT MM koraTo e B
NpoU3BoOOCTBO 110 HECBbCTOATeNITHOCT MM JIMKBUIOALMS .

IX. BAKIOYUTEJHA PASBINOPEIEH
24. WsMeHeHue Ha CKJIIOUeH pforoeop =3a obumecTBeHa MNopeUYKa ce
OOIlycKra 1o M3KJIOYEeHWe, npu Yaenoemara Ha oy, 43, amn. 2 o
3akoHa =a obmecrBeHnTe NOPBUKM ,
25. Beuuky CBOOmeHMs, NpenrMs3BecTus u HapexhaHnda, cebp3aHm c
UBII'BJIHEHUMETO Ha Tosy HOT'OBOD ¥ pasMeHgauy Mexny BDLIJIOXKUTEINS un
VSINBIHUTEJS, ca BalMnoHu, korarto ca MBIpaTeHM no nomara (2
oOpaTHa basnucka), mno ¢axc, SJICEKTPOHHA TIoWa WM npenaneHu
9pPe3 Kypuep cpemy noanue ua lpMemMamaTa crpaHa.
26. KoraTto Hsakos or CTPaHUTe e npoMmeHuna allpeca cu, 6es na
YBEOOMM 3a HOBMA Cu anpec ngpyrara CTpaHa, cbobleHusTa e ce
CHUTAT 3a HaIJIexXHO BPBUEHM UM Korarto ca MSNpaTeHM Ha crapus
amnpec.




27. Bcuuku CIIOpOBe 1no T03K HOT'OBOpR me ce ypexnar upes
NperoBopu Mexmy CTpaHure, a npwu HeNoCTurane Ha covragacue - me
Ce OTHacaTr =35 pellapaHe oo KOMIleTeHTHMa cbg B Peny6imka
Brnrapus.

28. 3a BCuuky Heypenenm B rosy HOT'OBOD BEIPOCU ce npuiarar

BalbirkeHuaTra, HponsTuyamm ot rosy HOTOBOpP, Ha TpeTa CTpaHa,
OCBEH B cJlyyaure o wWi. 43, an. 7 3OI.
Hepasnenna wacr OT HacTosamms HOI'OBOP Ca:

1 - TexamquKaTa Cnneuudmkaimy - OpuitoxeHme N 1 wem HacTodgmmsy
IOTOBOD.
2 DeHoro npenjoxeHme - HpnnoxeHme N 2 pem HacTodgmmg
HOToRBROp.

Hacrogmuar HOT'OBOp ce CcKJouM B nma enHooOBpasHu eKseMIyIiapa -
O eOuMH 3a Bcgka o CTpaHuTre.

BB3JIOKUTET : , s USII'BIITHUTEJ] :

(nme, nomnuc, newuar), r (Mme, nonnuc, neuyar)



