AOroBoP 34 NOAH3IHBAHEHHIL

JAOroBor
Ne BG ...2/12.12.2014........ ceerennrraneas

I 1, Benera Briocanosa” | ajpec: 1p. Camsen. ks, Jlame 'pyes”.Ou 42 nx: b 7, BRI
119616982, npeicrasysisatia o Berera Brkanopa, ¢ LI mdopwales Tmm 5 jcauectnoio sy Ha
" wa ocHosauie 33711

CODCTRCIHMI, HAPHHANA 33 KPATKOCT B NACTOSIIHSE JOTOROP [3h30MmTCl, 07 CjUia Crpalid.

W
1T Hnxomanka Credanopa™, anpec:rp.Crmsen ya LHanadior Bouag™, EHKT 9094947,

npeseramtssana or Hukostmiika Jleucsa Credanosa, ¢ ENH :f‘f)’ggg‘:a“;:‘;;;j;;"‘; B KQ4CCTBOTO MY H

CODCTBCHMK., Happtdnng 3a KparcocT 5 HACTONEH S JIOI0BOD Hanennimein. oT Jpyra crpana,

CU CIGIEOUH HACTOSILH ST AOTOBOR 38 CIC/IHOTO!

Wien | Hpeamer na porosopa

FlACTOSHINIIT JIOrOBOP €C CIUNOUBR ¢ HEJt H3IBIHenHe na o0IeCTRET HOPLUKdE ¢
yrukanen tomep B pernerbpa na AOUT @ 9037272 Buanoxcnrenst shanara, a Wsounnmress
HPHEMa 4G H3BLPLTN JIOCTABKA Ha JICKAPCTRCHA POJIYKTH CHALPMAILI HAPKOTHITIH BCICCTRI
o1 cnueniire o it 3. an2.r.2 1 3 or SKHBILL o1 obmecTnena HOPBUK ¢ YHHKIEH STOMCP B8
pernerspa na AQH 19037272

Yoen 2 ena

(1) O0uwrra crofinoct na joropopa ¢ 1658.71, sesa (Xnisyga 10CCTeTornt neieeer i
OCeM JICBA M cejIeMyIeceT | et crorniki), 6es sinoven JULC, )

(2) Tlsamannsra e w3hPHBAT ChIACHO W3,

(Y B onenara no win |oca BICHOUCHH BCHUKH PA3X0UL. CBBPIAIH ¢ JOCTARKdTE it
WITBAHCHHCTO Ha NOPLUKATE.

Yoren 3 Hauvwrin na iwaaniane

iTe DanKoB LTS
Beska Qarypa ce wiinang o1 Obmkna Cimpci Ha HOJM3IBITTUTEIN 10 30 40
CHITIACHO YCNOBUATA TOCOUCHH B JIOTOBOPA 3@ H3ITLIHCHUC HA IIOPHUKATE.

Ynewn 4 Jloceasica

YuacTHUUKTE ca AltbKHu aa npeaoctaraT Ha ObwuHa CnveeH nexapcTBeln cpelcrsa.
paspelleHy o1 3aKoHa 3a NeKapcTBeHUTE NPOAYKTHA B XyMaHHaTa MegNUMHa.
YyactHuuuTe ca AnLikHu aa npepoctasat Ha ObwmuHa CnueeH NexkapcTBeHN NPOAYKTI.
UUUTO ONAKOBKK W NUCTOBKM Ca B ChOTBETCTBUE C U3AAAEHOTO paspelleHue 3a
ynotpaba npu yCcnoBusTa 1 peaa Ha 3akoHa 3a feKapcTBeHuTe NPoAYKTH B XyMaHHaTa
MEOULIMHE, :

YyacTHAUMUTE ca AITeXHK ga npegocTasar Ha Obuwmna CaAnseH NeKapcTBeHY NPoayKTy
CamMo OT MPOU3BOLNTENN, BHOCUTENW MITK THPTOBLIW Ha APO. NONYyYnnY papelleHue sa
¥3BbPLUBAHE Ha Ta3W AefHOCT No pefa Ha 3akoHa 32 nekapcTBeHUTE NpoayKTh B

xymarHara megugiHa.



YyacTHULMTE ca ANbxHW fa Bnokupart v Aa W3TernaT NekapcTBeHnTe NpoayKTn
npefoctaseHu Ha OBwwmna CrnvBeH nokasasny HeCLOTBETCTBNE C Wn3ncKBaHUsTa 3a
KauecTBO. 6e30nacTHOCT kW ednKacTHOCT No pefa, onpeaeneH B Hapenba no uqn. 274,
an.! oT 3aKkoHa 3a NeKapCTEREeHUTE IIPOAYKTY B XYMaHHaTa MeauLinHa.

NekapcTBEHUTE NPOAYKTY. NPELHAa3HaueHN 3a neveHne Ha xopa cnegea na ce
npeznarat 3a ynotpeba B okoH4aTesIHa Onakoska.

OKoHYaTENHUTATa ONAKOBKa Ha NeKapcTBeHUTE NPOJYKTY C& ChCTOU OT MhPBAYHA
WMWK BTOpUYHA ONokaBKka W NNCToBKa. 110 BL3MOMHOCT 3a NekapcTeeHN NPOAYKTIA.
KOWTO €& M3NUCBaT B CbBCEM Marky KonvyecTsa Aa ce NpedocTasAT B MbpBuiHa
onaxoska (1 amryna, i doniakoH, | bnuctep v T.H).

OnakoBKUTE Ha NexapcTBeHUTE NpodykTh Aa OvAaT C HeHapyLieHa LAnocT.

[lanHnTe 1 IMCTOBKUTE A8 Ha GbNrapcki esuk.

CpoKbT Ha FOAHOCT Ha BCEKU N1EKapCTBEH NPOAYKT 43 € FICHO HeTInB.

[la ce noco4mn B [JHU. MECELIW Hai- Mankua CpoK Ha TOAHOCT Ha IeKapCTBEHNTEe
NPOAYKTY. 32 NekapcTBEHY NPOJYKTY . YNIATO CPOK Ha TOAHOCT U3TVYA 338 BPEeMe RO -
mMarko ot | {(efnH)

Mecell A0CTABYUKA 3a8bIIKUTENHO C& KOHCYIITUPa 38 BPEMETO Ha npunoxenue npein
[a ro NpefocTaBnt.

[pegocTaBenuTe NeKapcTBeHW NPOAYKTY 3a CcnelunnTe uKadhose criefiBa dacac
OCTaThUYEH CPOK HA FOAHOCT HE Mo-Manko oF 6 (LecT) Mecela oT AaraTa Ha npogaxGa.
BbE BCsAka hakTypa 3afbMKUTENHO CEe BIMCRAT Cepusl, CPOK Ha roAHOCT 1 HOMEpaTa Ha
paspelunTentuTe 3a ynorpeda.

Yaen 5 Cpox 3a WHIBJICHHE H A0TU0BODA

CpoKDLT 38 H3LBIIICIHE € Hail Maiko .24 (ABAACCET M HCTHPH) MECEL CIC/LITOJUTHCRANC
la (ACTOS LA JIOrOBOpP. MK A0 Ipekparsiaite Ha jjorosopa ¢ OBuuHa Cnnset.

Wien 6 [Npeacragwresnn Gpyskuny

(1) HpeyicrapisBail 110 BCHUKM BhHPOCH CBBLP3AINN ¢ H3IFLIHICHHCTO 11 H3ILINCIAC i
ofInecTREHA NOPLUKA ¢ yiukanen nomep B perueribpa a AOIN 1 9037272 ¢ LT, Benera
Brakanona™ . appec: rp. Cnusen, ki, Jlame Ppyes™.6u: 42.8x: boan 7, EHK: 119616982,

gy S o SR [ . . MHBOpMALHA F2AH Ll T it s
upeicransipaiia o1 Benera Buaxanosa, ¢ Bl oo gt B RACETBOTO MY 1
cOBCTRCHHI. :

Huenr 7 Dapannon

(HBB3a0KUTCIST N EIBIHITCHT ¢4 OTTGBOPHI  3ae110 M
HOOTLEAN0 30 MMBJHCIHETO HA K0T0BOPA 34 32 0DMECTBCHATA HODPELUKA,
(2) B cayuail na  cbachno  oTCTPAIIMBANC 1A BHIIOKHTCH  BITH
WHILJALITCESE B Apyra popMa BO/Ieia X0 IPCKPATABAIIC HA YUACTHCTO
HAM,EPABGCHOCOOIINT YUACTIHK, ¢C 3/LJKABA A3 HDOABLIIKA HIILIHCHHETO
HA 0roBOpA 3a aGICCTBCHATA NOPBhYKA 10 HM3UCpPHBAHC HA AOIOBOpa I
OTMIFrRHCTO  Aa  HIBLPUEEHATA  JICHHOCT  ¢J¢/1  NPHKAoMBane i
OGMECTRENATA HOPLUKA ¢ BCHUYKH PA3DENICITH 0T 3AKOHA CPeNaTa .
Yaen § Hpekparssane 1ma j1orosopa

(1) Hacrostmudr A0roBop ce NPeKpaTsisa:

[, ¢ H3THHANC Na CpoKa. WM 1P pekpatssane ia jorosopa ¢ Qbmuna Cianset.

Unen 9 Mapuupemm oficroarencrna (force major)

(1) CTpapyre NG OTTOBAPAT 33 UCH3INLIUCHHC 1A 3a[bIDKCHHATA CH [0 AOTOROPY.
NIBKANIO ce A EnLapesun obcrogrencrea (force major), BhIHHKHAIN CHEL Jarata



VBCAOMIBAIC Ha VISUrBJIHHTCHsE 30 BL3araHeto Ha JOroBOpa MR JITaTa 1 BiAHsane
JOIOBOPA B CHIA, AKO TOBA CTANC HO-Palo.

(2y C repmuna "mspnupesun obcrosrencerea”’ ce o003HAUABAT LPUPOART OCACTBIS.
CTAuKH, HOKAYTH H JPYFR HIJIYCTPHANHE CMYIHSHNSI 0 CHONTHSL OT M3BbHPNCEH XaPAKTCp.
RPECTBINICIIS I TEPOPHCTHMIIN aKTOBC., O0SRCHH Wi Heodsipetin BoHNH, DAoK N,

i 6}’1!'{‘015(3, FEAHCHWASL, CHUNCMHH. CBIHUAIDMI W CPYTBaHMI, 3CMETPCCCHNA, 6}’;‘}”, F{YLM.
: HABOMMCIEHSL W OTHACHHC Ha 1B, [MPamiaicKH 6C'§])C,}U—]III'L CKCITUIOZHE M JIDYITH
f HenpeiBiiunmMm M HCMpCROTBPATHMH C'hGH'I’Hﬂ, KOHTO Cad H3IEBI KOIITpOJid M BOJIsTa i

: CTPAHHTC.BHPXY HAIBIHENHCTO 1A 3UBIKCHUATA WM. TC €A JUILKING He3adanio jia
t

: YRCJOMIIT 3al TOBe

Yien W) ¥pewsalie na ciiopose

Beaxkaknu crapoBe MCIHKIY C"rpal-mu‘e. KOQUWTO MOTrar Jid CC MOHABNT NGO BPpCMC 1
HATLJIUCHUCTO Ha JA0ronopa M KOHTG [HC MOdY Jd CC DCHET 1O JIPY!r Hatil (HEIIIP.
Cl!()]'}kl'ﬁ)-’i\fl(;‘l[l/l()). e 6'!:}1{1'1' OTHCCCHM 1O KOMICTCH TS 6']:Jll'ﬂ[')(ll(l'1 CLJ B ChOTBSTCTRAC ¢
HALHOHATHIOTO 3aKONOIATCICTBO Hea Buasnosurens.

Wien 12 00 yenosun

(1) BesKarBH HIMCHCHMST KA HACTOSIHS JOroBOR Ca BalNH CaMO aKo Ccd HallDeaBCHH 3
IACMCH BHMJ1 H Ca BO/UIHCAIIM OT JiBCTC CTpalli.

(2) 3a HEYPCHCHWTE B HACTOHILHS JJOT0BOD BLIPOCH CC lipuiarat [)El’%ll()pCJl,ﬁli‘i'C 113 3aKoia
3t 3ABIDKCITHATA 1 JIOPOBOPHTE H Jlt)l"i CPBAIHOTO 3aKOHOUATCHCTRO.

(3) Hacrostiiusit O1T0BOP ¢ W3IrOTRCH 112 OBJITAPCKH €31K B TPH OPHIHHAJIA, JIBa OPHIHHANa
3a BuaiosmeuTelist W ¢/t opHerita 3a Fanbadgredts.

(4) Flnsnuresstr '1'135161321 Ja H3ITHANH JIOCTaBKaTa HA CTOKWTS TPEAMET Ha HACTOH M
JOTOROR C IpnikatTa Ha Jl06'!)p CTOTIAHHIE, TP CHA3BANG d H3IMCKBATHATY 3d C(DCI(']‘I'I BHOCT.
HPO3PAIOCT W CTapaniic, B CLOTBCTCTRHE C Haii -!lOGPH'I’C HPAKTHKHM B CLOTBCTHATA 00N
HoC HACTOMHES  JIOIOBO. 3a rasn [{CIt Hstrnnmvrenstr 'I']')SEGB&] Jid OCHEY]EL BUHMKH
{i)l!l-l'dHCOBH. HOBCIIKH M MaTCpHANig  PCCYPCH, HEOOXOMMMH 30 IFLJIHIOTO B TOHHO
W3ILITICHHC T A0IM0BODA.
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