
,ll.OrOBOP 
3A ,ll.OCT ABKA HA JIEKAPCTBEH:U IIPO,l(YKT:U 

,nHec, .. /l..l?j, .. (?§ 2� r., s rp. Corpas, Me)KJ{)': 
"YH:UBEPCHTETCKA MHOrOITPO(l)HJIHA IiOJIHHQA 3A AKTHBHO JIElfEHHE - 
liYPr AC" A,n, EI1K I 02274111, csc cenarrame H anpec aa ynpasneaae: rp. Byprac, 6yn. "Crerpan 
Craafionos" NQ73, npeJlCTaBIDIBaHo OT R3noJIID1Temnu1 zrapexrop .u - p Eomco Teopraea 
MHpa31IBHCirn H rn. C'IeTOBO)].HTen - AHR I1BaHOBa 01,'IBapoBa, aapasano no-norry aa KpaTKOCT 
,,JIEqEJiHO 3ABE,nEHJIE-B1,3JIO)KHTEJI" OT ezraa CTPaHa 
H 

,,(l)hOHHKC (l)APMA" EOO,ll., EI1K 203283623, csc cenaname H azrpec Ha ynpaaneaue: rp. 
Cotpaa - 1700, paaon Cry,neHTCKR, yn, .Dxonospscrea rrsr", NQ 199a, rrpencrasnaaaao OT Becenan 
BenH'IKOB KyHeB H Kpacasmp I-IJ1KOJJaes HHKOnaeB-IT'bnHOMOID.HimH, HapH'IaHO ITO-)J,Ony aa KpaTKOCT 
,,ll3Il1,JIHHTEJI" OT zrpyra crpaaa, 

Ha OCHOBaHHe xn. 112 OT 3aKOHa aa otimecrsemrre nop'b'IKH (30I1), B'bB spsaxa c nposenen 
asrpemea KOHKypeHTeH asfiop/ziorrsnaena orpepra no Paaxoso cnopaayverrae NQ P ,n-11-151 OT 
19.03.202lr. ce CKJUO'Ili nacroamaa norosop aa cnezraoro: 

r, IlPE,ll.MET l:I CPOK HA ,ll.OrOBOP A 

qn, 1 (1) JIElfEliHO 3ABE,ll.EHHE - B1>3JIOiKHTEJI asanara, a H3Il1,JIHHTEJUIT ce 
33,!J;'bn>KaBa na H3B'bpillH )J,OCTaBKa Ha cnenmrre JJeKapcTBeHH npO)J,yKTH: 

Ofiocofiena D03Hl{HSI N!! l 
AHaTOMO- Meaoryaapoauo Hanan ua MHpKa KOJJH'ICCTBO 
TepaneeTnlfeH KOA 11enaTeHTHO npnJJO�CHHC /mg, 
/ATC-KOA/ 1-1anMcnosaunc /INN/ tabl., ml. 

UAP.I 
N01AX03 Ketamine napearepanaa mg 145000 
N02BE01 Paracetamol napeurepanaa mg 17600000 
N03AG01 Valproic acid napearepanaa mg 1200000 
N05BB01 Hydroxyzine nepopanaa TBbPAa mg 45000 

napeHTepanHa/nepop 
N06BC01 Caffeine citrate a11Ha mg 8000 
N06BX03 Piracetam nepopansa TBbPAa mg 240000 
N06BX18 Vinpocetine nepopanaa TBbPAa mg 10800 
N06BX18 Vinpocetine napearepanaa mg 9000 

(2) ,norosop'bT arrasa s cana OT narara Ha no,nIIBCBaHeTO M)' OT nsere CTPaHH H e csc cpox no 
31.12.2021 r. 

II. IJ;EHU H osur« CTOHHOCT HA ,ll.OCT ABKJITE IIO ,ll.OrOBOP A 



npOH3BOJU1Telll sa 6Honpo.uyr<nne mm 6Hono.uo6HHTe nponyxra. MliHHMa..JlHIDIT cpox Ha ro.[(HOCT ce 
onpeztena KoM narara Ha BCHI<a nocrasxa Ha rrexapcrsen nponyxr, 
(3) Ofimara CTOHHOCT Ha AOCTaBKHTe no norcsopa e no 51 177,01 (nernecer tt erma XM.JUl.UH CTO 
cenevnecer H cenesr nano H enaa CTOTHa) nesa 6e3 BKIDOt.JeH MC H AO 61 412,41 (mecrnecer H eznra 
XH.JUI.UH LJernpHCTOTHH H naananecer nano H xerapanecer H ezma CTOTHH) nesa c BKIDOt.JeH MC. 
( 4) Ilenara no norosopa e q>HKCHpaHa, He nonneaca Ha rrpoeaaaa aa cpoxa Ha .neHCTBHe Ha ztoroaopa, 
OCBeH a CJIYl.IallTe Ha 116 OT 30Il 
(5) B CJIYl.IaH, qe rrpes BpeMeTO Ha .ueHCTBHe Ha C1,0TBeTHWI norosop CTOHHOCTTa, KO}ITQ cnensa na ce 
sannama c ny6mrt.JHH cpeztcraa Ha nexapcrseaa npozryxrn OT Do3HTHBBH}l nexapcrsen crmcsx crane 
110-HHCKa OT norosopeaara, JTet.Je6HOTO saseneaae - Bb3JTO)KHTen 6e3ycnOBHO sannama 
JTeKapcTBeHHTe npozryxra Ha IIO-HHCKaTa CTOHHOCT, Cl.JHTaHO OT: 

- narara Ha BJTH3aHe B CRJTa Ha penrenaero Ha HauHOHaJTHWI C'.bBeT no uena H 

peaM6ypcHpaHe Ha nexapcrsenare npozryxra ( HCU:PJill); 
- ztarara Ha axryarrnaanaxra Ha flo3HTHBHHJI nexapcraea CIDICbK no pena Ha xn. 57, an. 1 OT 

Hapenfiara sa ycnosaxra, npaaanara a pena sa perynapaae 11 peracrpapaae Ha uenare Ha 
nexapcrseaare nponyxra (HYilPPPU.JITI) sa nexapcrseaare npozryxra C HaMaJTeHa CTOHHOCT 38 
onaxosxa, H3'lllCJieHa Ha fiasa perpepearaa CTOHHOCT. 

B CJIYt.JaHTe no npezrxonaoro aapesenae, CTOHHOCTia ce orrpenens KbM MOMeHTa Ha 
nocrasxara (nonnacsaae Ha rrpaevo-rrpenaaarenea nporoxon). 

III. YCJIOBIDI H HAlflill HA Il.JIAll\AHE 

'In. 3 (1) Ilnamaaero no aacroamas noroaop ce ocsmecraaaa spes 6aHKOB npeson OT crprurn Ha 
JIE'I.EliHO 3ABE.U:EHHE - B'h3JIO)KHTEJI no nocoxeaara B tJJI. 15, an. 3 6aHKOBa CMeTKa Ha 
H3Il'hJIHHTEJUI. 
(2) 3annaI.IJ,aHeTo Ha CTOKHTe no norosopa ce H3BbpIDBa oTJTO)KeHo B cpox no 60 /mecrneceraa/ nea, 
cnen rrpencraasne Ha cnenuare noxyueara: 

I. .D:ocTasHa q>aKTypa, cscraseaa csrnacno H3HCKBamuITa Ha 3MC a nfl3MC; 
2. Ilpaeaarenuo-npezrasarenaa nporoxona; 

(3) B cnyxaji, qe ITOCOt.JeHHTe B 'iJI. 3, an. 2 .UOKJMeHTH ca uepenosaa HJTH He ca KOMnneKTOBaHH, 
C'bl.IJ,HTe ce spsmar Ha H3Il'hJIHHTEJUI c npaevaremro - npenasarenes npOTOKOJT 38 nsnpaasue 
Ha nepe.[(HOCTHTe. Cpoxsr no t.Jn.3, an. 2. sanoxaa na rexe OT narara Ha npencrassnero Ha nocnenuas 
H3HCKyeM ce J.],OKYMeHT. 
(4) Ilpa q>aKTypHpaHe Ha sasseaare KQJIHqecTBa nexapcraean npozryxra, no BCID<a orzienna 3MBKa, 
ueuara Ha onaxosxa He crrensa zra aarraamaaa orrpezienexara B flo3HTHBHH51 nexapcrsea cnacsx- 
Ilpanozcenae NQ 2, pediepearna CTOHBOCT Ha OilaKOBKa 38 csoraeraas nexapcrsea nponyxr. B 
crryxati Ha H3l.JHC.JUlBaHe Ha CTOHHOCT IlO-BHCOKa OT perpeperrnrara CTOHHOCT Ha onaxosxa 38 
CbOTBeTHl'.IJI nexapcrsen npozryxr, CTOHHOCTia ce HaMa.JUIBa H sannaina )].0 CTOHHOCTTa Ha onaxosxa 
onpeneneira s Do3HTHBHH5I nexapcrsen cnacsx- Ilpanoacemre NQ 2. 

IV. CPOK HA .ll:OCTABHHE 

'In. 4 (I) JIE'IEliHOTO 3ABE.U:EHHE - B'h3JIO)KHTEJI 3MB5IBa Heo6xoJJ.HMHTe MY xomorecrsa 
c nacvena 3MBKa no H3Il'hJIHHTEJUI. 3MBKarn ce aps-rsa rra-mo cpemy nonnac Ha 
H3Il'hJIHHTEJUI HJUI ynbJTHOMOI.IJ,eHO OT Hero mine mm ce asrrpama c npenopr.sauo IlHCMO c 
ofiparna pasnacxa, no q>aKc ana no enexrponea rrsr. 
(2) Bcsxa ornenna ztocraaxa, cnerraa na 61,.ne nocrasena B cpox J.J.O 7 xanennapna .[(HH cnen 
TIOJTYl.IaBaHe aa 38}18KaTa OT JIEl:lEliHOTO 3ABE.U:EHHE - B'h3JIO:>KHTEJI H sa KOJTHY.e T� 
onaKOBK.HTe (csofipasao xoaxperaare nexapcrseaa rrponyxra, IlOCOY.eHH a Te'} �o 
npennozceaae Ha H3ITbJTHHTe.JUI), TOl.JHO orrpeneneua B 38}18KaTa. B cnysaa, t.Je ce H �a � 

.IJ,OCTaBKa OT ztanena naprana Ha nexapcrsea npozryxr, ce rrpencrass CepTHq>KKaT aa oc d]i � 1 
Ha napranara, H3J.],8,l'.{eH OT KBanHq>HUHpaHO JTHUe no 3.J111XM Ha enexrpoaea HOCH ,-H'Jht-t{O. � 
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enexrponea rrsr Ra enexrpounara noma, nocoseaa xaro azrpec aa xopecnoanenuaa, npanpyzcen c 
npeson Ha 6oJITapcKH eaax OT qmpMa, CKJIIO�JTa norosop c MliHHCTepCTBO Ha B'bHIIIHHTe patiorn aa 
H3B'bpIDBaHe Ha Oq>HUIHUIHH npesornr. Hsfipoenare .UOKYMeHTH ce npe)J.CTaB»T B C'bOTBeTHOTO 3BeHo, 
onpeneneno OT neqe6ROTO saaeneaae - B'h3JTO)KJUen. Tlpa cnensanra nocrasxa Ha nexapcrseaa 
npOJlYKTH OT csmara naprazta, ceprmpaxarsr He ce npencrass. 
(3) B cnysaii Ha Heo6xo,llHMOCT OT cnemaa nocraaxa, JIElIEliHOTO 3ABE,[(EHHE - 
Bb3JIQ)KHTEJI rrocosrsa IBpH'IBO B 3MBKaTa, xe e Heo6XO.UHMO .ua 60.ue H3B'hpmeHa cnemaa 
nocrasxa. B T03H cnyqaif, nocrasxara cnensa na 60.ue aaaspureaa no 6 saca OT nonysasane Ha 

aasnxara H aa KOJTH'tJeCTBaTa H onaKOBKHTe ( C'b06pa3HO xoaxperaare nexapcrseua npOJzyKTH, 
nocoxeua B TeXHH'tJeCKOTO rrpennoaceaae Ha H3Il'hJII-UiTeJUI), TO'tJHO onpeneneaa B 3ruIBKaTa. 

(4) H3IlbJIHHTEJISIT ce 3a.lX'hJ1)KaBa, B cpox no I pafiorea zrea, B cnysaare no an. 2 H s cpox no l 
sac, B CJTY"laHTe Ha an. 3, cnen norrysasaaero Ha BCID<a 3MBKa na yae)J.OMH DHCMeHO HJlH no <paKC 

JIElIEliHOTO 3ABE,[(EHHE - Bb3JIO)KHTEJI B crrysak se He MO)Ke na assspura nocrasxa HJIH 

B cnysaa, se He MO)Ke zia cnasa cpoxsr aa H3BbpIDBaHe Ha .UOCTaBKaTa, npeznrer Ha KOHKpeTHaTa 
3a}IBKa. 

(5) K'hM narara Ha BCID<a .UOCTaBKa, ocrars-uusar cpoK Ha rO.UHOCT Ha nexapcraemrre nponyxra, 
cnerraa na 60.ue He nc--aarrsx OT 40 % /11CTupu.ueceT Ha CTO/ OT ofiaseaaa OT rrpOH3BO.UHTeJ]}I. 
(6) K'hM narara Ha BCHKa .UOCTaBKa OCTaTh'lffiIDIT cpox Ba ro,nHOCT Ha 6HonpO.nyKT Ii.JIB 611ono.uo6eH 

npozryxr, cnezrsa na 60.ue He no-varrsx OT 20 % /naanecer Ha CTO/ OT o6HaeHIDI OT npOH3BOJ.ll·iTeJ]}I. 
(7) 3a xonasecrsa nocraseaa H3B'hH 3ruIBKaTa no 'tJJT. 4, an.l , JIElIEliHOTO 3ABE,[(EHHE - 
Bb3JIO)KHTEJI IDIMa sazrsnxeaae aa nnamaae. 
(8) B CJTY"laHTe no sn. 10, an. 7 OT JJ;OrOBOpa, cpoxvr llO an. 2 H 3 sanonaa na Teqe OT narara Ha 

n11cMeH0To csrnacae Ha JIElJEliHOTO 3ABE,[(EHHE - Bb3JIQ)KHTEJI. 

V. MBCTO HA ,[(OCTABIDIE 

1.1.JJ. 5. (1) 3a M»CTO Ha nocraasne Ha CTOKHTe no T03R zrorosop ce onpenenx cne.UHIDI aapec: rp. 
Byprac, fiyn. ,,CTe<paH Craafionos" Mi 73, fionnaxaa arrrexa, 
(2) Pacxr.r OT cnyxaaacro norasaae ana noapesoiaae Ha CTOKHTe npevanaaa s'spxy JIEqEliHOTO 

3ABE,[(EHHE - Bb3JIO)KHTEJI OT MOMeHTa na npaessanero HM Ha M»CTOTO Ha nocrasaae c 
npaexarenno-rrpenasarenea IlpOTOKOJl. 

VI. ,[(ATA HA .[(OCT AB.RHE HA CTOKHTE 

1.1.n. 6. 3a nara Ha nocraaaae ce cxara narara, Ha KOHTO CTOKHTe ca .uocTase1-rn no azrpeca nocoseu B 

xn. 5, an. 1, npa ycnosaxra Ha xn. 9, an. 2. 

VII . 3MbJDKEHIUI HA H3IlbJIHHTEJUI 

1.1.Jt. 7. H3IlbJIHHTEJUIT ce sazrsnxaaa: 
1 . .D,a nocrasa CTOKHTe a norosopeaas cpox 11 na ra npenaae Ha JIElJEliHOTO 3ABE.L(EHHE - 
Bb3JIO)KHTEJI. 
2 . .D,a npeziane CTOKliTe, naxerapann H MapKHpaHli a C'bOTBeTHIDI BH.U, KOJIH'tJeCTBO H Ka'tJeCTBO Ha 

M»CTOTO Ha .UOCTaB»He. 

3. f1p11 uonnacsaaero Ha norosopa na nperrcrasa: 
a) JJ.OKYMeHTH no qn, 112, an. 1 OT 30TI. 
6) rapanuaa sa H3Il'bJIHeHHe, B enna OT q>OpMHTe, onpenerrerra B '-lJI. 111) an. 5 OT 30f1, C'bC c 

<P let 
Ba.Jll1.[J.HOCT 60 )J.HH cnezr H3TH'tlaI-Ie cpoxa Ha zioroaopa, KO»TO ce OCB060)K)J.aBa B cpox zio 60 �o 

� � � 0 H3D'hJIHeHHe Ra norosopa. B cnysaa, qe sananaocrra Ha rapaanaara H3TH'tla npezra noroso 
-D 

a r -.=--� � 
H3Il'bJIHeH, H3IlbJIHHTEJUIT ce 3a)].bJJ)KaBa na Y.U'hJT)KH cpoxa Ha BaJIH.UHOCT Ha ra tqlf''IJt=.�'� 

TOJIKOBa naa, TaKa qe rapaHUJ-UITa na JlOKpHBa O'tJaKBaHIDI cpox sa H3Il'bJil-IeHHe Ha noroao • � � 
00 -f::,� 
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.UHH. Fapannaara e B passsep na 3% OT croanocrra aa noroeopa 6e1 MC u B'LJJIHJa aa 
1 535,31JICB3. 

(4) .D;a .UOCTaB.si nexapcrseaa rrporryxra, KOHTO OITOBap.siT Ha H3HCKBaHIDITa Ha 3aKOHa sa 
nexapcrseaare npoztyxra B xyxannara Me.UHilHHa (3fll1XM) - na rrparexaaar BaJUt.LJ.HO paspeureaae 
aa yrrorpefia B crpaaara, aananeao no pena Ha 3JII1XM Hllii Pernaaenr (EO) NQ 726/ 2004 r. Ha 
Eaponeacxaa napnavenr H Csaera IUJI. 23, aJI. l aa 3JII1XM/. 
(5) .D;a .UOCTaB.s! nexapcrseira rrpozryxra, KOHTO ca BKmO'ieHH B Ilpanoxceaae NQ 2 aa Il03HTHBH1Ul 
nexapcrsea CDHCbK. 
(6) B cnyxaii, 11e ce npasa rrspsa ztocrasxa no naaeaa naprana Ha nexapcrsen npozryxr, na rrpencraas 
CepTH<pHKaT sa OCB060)l(,lJ,aBaHe Ha napranara, H3.Ua.ueH OT KBaJIH<pmw:paHO rraue no 3JII1XM Ha 
eneKTpOHeu HOCHTen HilH no eneKTpoHeB noT Ha eneKTpoHHaTa noma, rrocoqeHa KaTo a.upec 3a 
xopecnoaneanas, npanpyxea c npeson Ha 6onrapcKH e3HK OT q>HpMa, cxmosrana ztcroaop c 
MHHHCTepCTBO Ha B'bHI.IlHHTe pa60TH sa H3BbpmaaHe Ha Oq>HI.J;HaJIHH npesozra. 

VIII. 3�'hJDKEHIUI HA JIEl.J.EiiHOTO 3ABE,[(EHHE - B'h3JIO)KHTEJI 

1.Jn. 8. JIE1.JEiiHOTO 3ABE)];EHHE - B'h3Jl0)KHTEJI ce sansrosaaa: 
I . .D;a npaeae .LJ.OCTaseHH.Te B cpox H Ha MJI.CTO CTOKH, CbOTBeTCTBaII{H no BH.U, KOIDl'ieCTBO H Ka'ieCTBO 
Ha OilHCaHOTO B HaCTO.s!UUUI norosop. 
2. ,D;a sannara nocraseaare CTOKH no pena Ha qn. 3 OT HaCTO.simIDI norosop. 
3. Cnea npaxmosaaae H3IlbnHeIIBeTo Ha norosopa na ocsofiozm rapaHUIDITa sa H3TI1>nHe1:rne, 6e3 .ua 
.Ubfl)l(H JU1XBH sa cpoxa, npes KOHTO cpencrsara 3aKOHHO ca npecroana y Hero. 

IX. IlPHEMAHE H IlPE,l].ABAHE HA CTOKHTE 

1.JJI. 9. (1) IlpHeMaHeTO Ha CTOKHTe ce asaspuraa Ha M.s!CTOTO Ha nocrasaae nocoseao a UJI. 5, aJI. 1. 
(2) H3Il'hJIHHTEJUIT HJIR yrrsnnosrourea OT Hero npezrcrasaren H npencraaaren Ha 
JIE1.JEiiHOTO 3ABE)];EHHE - B'h3JI0)KHTEJI nonnacsar npaevarermo-npenaaarenea 
npOTOKOn, ynocroaepsaam nonysaaaaero Ha CTOKHTe. 

x. KA 1.J.ECTBO, r AP AHQHH H CPOK HA ro,nHOCT 

1.JJI. 10. (1) CTOKJHe, npernrer Ha HaCTO.s!UUUI norosop, cnensa na orrosapsr Ha H3HCKBaHIDITa Ha xn. 
7, aJI. 4 H 5. 
(2) KoM narara Ha nocrasxara, ocTaToqJJIDJT cpox Ha ro)lHOCT Ha nexapcrsemrre npozryxra, cnensa 
na 61,.ue He no-MaJibK OT 40 % /qeTHpH.neceT Ha CTOI OT 06.si.BeHIDI OT npOH3BO.UHTellil. 
(3) B cny1.Iaii 1:1a nocrasxa Ha rrexapcrseaaa npozryxr c no - xparsx OT norosopeaaa cpox na ronaocr, 
.UbJl)KHMaTa neycroaxa zta 61>.ue nposaeaeaa, KaKTO cnensa: 

OT 39,99% no 30% - 3 % aspxy CTOHHOCTTa Ha ,IJ;OCTaBKaTa; 
OT 29 ,99% no 20% - 5 % Bbpxy CTOIDIOCTTa Ha .UOCTaBKarn; 
OT 19,99% no 10% - 7 % sspxy CTOHHOCTia Ha .l{OCTaBKaTa; 
non 10% - 10 % aspxy CTOHHOCTTa Ha .UOCTaBKaTa. 

(4) Ocrarssnaar cpox Ha ro,nHOCT Ha 6norrpoeyKT /6uonono6eH npozryxr, cnensa na 6'1>.ne He no- 
MaJibK OT 20 % /nsanecer Ha CTOI OT 06.si.aeHIDI OT npOH3BO.UHTellil KbM narara Ha BC5rKa )lOCTaBKa. 
(5) B crrysaa Ha .uocTaaKa Ha 6HonpoeyKT/611.ono.no6eH rrpozryxr c no - xparsx OT norosopeaaa cpox 
Ha fO)lHOCT, .UbJJ)KHMaTa HeyCTOHKa e KaKTO cnezrsa: 

OT 19 ,99% no I 0% - 2 % at.pxy CTOli.HOCTTa Ha JJ;OCTaBKaTa; 
OT 9,99% no 5 % - 4 % s'spxy CTOHHOCTia Ha ,llOCTaBKaTa; 
non 5% - 6 % Bbpxy CTOH.HOCTTa Ha JJ;OCTaBKaTa. 



(6) JIE11EliHOTO 3ABE,l(EHHE - Bb3JIO)KHTEJI MO)l(e na orxazce rrpaesranero Ha CTOKHTe, 
aKO B .neHJI Ha UIXHOTO DpliCTHTaHe mrn rrpaevane ocrars-raas cpox Ha rO.[.{HOCT e no - MaJJ'bK OT 
orrpenenenas B t.J.11. 10, aJJ. 2. H aJJ. 4 MHHHMaJJeH cpox Ha ro,UHOCT. 
(7) .LJ:ocTaBKaTa Ha nexapcrsea npozryxr c ocra'rssea cpox Ha rO.[.{HOCT DO-MaJlbK OT 10 Ha CTO OT 
ofiaseaas OT npOH3BO.[.{HTeJIJI H Ha fornnpO,l.l)'KT/6Horro.uo6eH npozryxr c OCTaTh'!eH cpox Ha rO,UHOCT 
TIO-MaJJbK OT 5 Ha CTO OT ofiaaeaaa OT rrpOH3BO.[.{HTeJIJI ce H3BbpUIBa CaMO c IlHCMeHO csrnacae Ha 
JIEqEJiHOTO 3ABE,L(EHHE - Bb3JIO)KHTEJI sa KOHKpeTHO xomrsecrso, onpenerreao OT Hero. 
Ee3 H3pli'IHO nacveno csrnacae Ha JIE11EJiHOTO 3ABE,l(EHHE - Bb3JIO)IUITEJI CTOKHTe 
H.S£Ma,na6o.naT3anJiatnaHH. 
(8) Hcxaaero aa rrHcMeHo csrnacae, a cnyxaare Ha aJJ. 7, cnezrsa na rrocrsrra B JIE11EliHOTO 
3ABE,L(EHHE - Bb3JIO)KIITEJI B cpox no 1 ( enaa) patioren nea OT norrysaaaae Ha aaasxara. 
(9) B cnysaare Ha cnetnrra nocraaxa nocoseaare B aJJ. 3 H aJJ. 5 ueycrokxa He ce rrpanarar. 

XI. OTrOBOPHOCT 3A HETOqJJO II3IlbJIHEHIIE. PEKJIAMAQIIII 

'I.JI. 11. (1) JIE'lEliHOTO 3ABE,L(EHHE - Bb3JIO)KHTEJI MO)l(e na npenasaaa pexnaxanaa 
ripen II3IlbJIHHTEJUI sa: 
a) xonaxecrso li HeKOMilJleKTHOCT Ha CTOKHTe Hill TexHHqecKaTa .UOK)'MeHTall;HSI (.smHH nenocrarsua); 
6) KacieCTBO ( CKpHTM He.D,OCTaT'bUH): 
- npa nocraasne Ha CTOKH He OT norosopeaaa san, DOCO'ieH B xn. l ; 
- rrpa KOHCTaTHpaHe Ha .ueq>eKTH npa ynorpefia Ha CTOKHTe. 
(2) Pexnaaamra sa .HBHH aenocrarsrra Ha CTOKHTe ce npasar OT JIE11EliHOTO 3ABE,L(EHHE - 
Bb3JIO)KJITEJI, B MOMeHTa Ha rrpenaaanero HM, aa KOeTo ce CbCTaB.Sl npoTOKOJl, ITO.[.{IlHCaH H OT 
rraere crpana. 
(3) PeKJlaMaI.Um aa CKJJHTH nenocrarsua ce npasar upes ueJIH.H cpox Ha ro,nHOCT Ha nocrasenare 
CTOKH, KaTO pexnassauaara ce npazrpyscaaa sazrsrrsorremro OT KOHCTanmeH npOTOKOJ1, H3,Ua,l{eH OT 
l13Il'bJIBHTeITHaTa areHI.J.M.H sa nexapcrsara. 
(4) JIE11EliHOTO 3ABE,L(EHHE - Bb3JIO)KHTEJI e ,nJI'b)KHO na yse,noMH TIHCMeHo 
H3IlbJIHHTEJUI aa ycranosenare ztetpexra B 5 (rrer) .[.{HeBeH cpox OT KOHCTaTHpaHeTo HM. 
(5) B peKJ1aMal.lH11Te ce llOCOl.JBa HOMepbT Ha noroaopa, TO'-IHOTO KOJIHlJ'eCTBO Ha IlOJ1ycieHMTe CTOKH c 
TeXHIDI napranen HOMep, OCHOBfilIHeTO sa pexnaxanaa H KOHKpeTHOTO HCKaHe Ha JIE'lEliHOTO 
3ABE,l(EHIIE - Bb3JIO)KHTEJI. 
(6) B 5 (ner) JlHeBeH cpox OT norrysaaaxe Ha pexnaaauaara, H3IlbJIHHTEJUIT cnensa na 
orrosopa Ha JIElfEliHOTO 3ABE,L(EHIIE - Bb3JIO)KHTEJI nacsreno H KOHKpeTHO .1.J.aJJH 
npaeraa peKJ1aMaUHJ1Ta HHM .H OTXBbpJI.Sl. 
(7) Ilpa pexnavauaa sa .smHH aenocra'rsna II3IlbJIHHTEJUIT e .LlJl'b)l(eH B cpox OT 2 pa6onrn .UHM 
OT TIOJTY'ia.BaHe Ha peKJTaMal.lIDITa aa CBO.Sl CMeTKa H pHCK na JJ.OCTaBM Ha MJICTOTO Ha )lOCTaB.HHe 
KOJlH'ieCTBOTO Jl}:J:IlCBaI.UH B .UOCTaBKaTa I HeKOMnneKTHH )lOTOBopeHH CTOKH. 
(8) Ilpa pexnaaanas sa cKpHTM aeztocrart.ua, B crrysaa cie H3Il1,JIHHTEJUIT e npaen 
pexnaxrauasra, Cbll.{WIT e .um,)l(eH B 10 (necer) mresea cpox or rrorryxaaaaero i1 na 3aMeHH 
nocraaemrre uezroroaopena ITO BH)l / .uecpeKTHH CTOKli aa CBO.sl CMeTKa li pHCK mm no npeueaxa Ha 
JIE'lEliHOTO 3ABE,l(EHHE - Bb3JIO)KJITEJI na BbpHe c1>0TBeTHaTa xacr OT sannareaara 
ueaa, Be,l{HO C )J.bJl)KHMHTe JIHXBH. 
(9) l1360pbT Ha ITOCO'-!eHHTe no-rope B'b3MO)l(ROCTH .n.a ce aspne CbOTBeTI-IaTa xacr OT llJiaTeHOTO HJllf 
na ce nocrasar HOBH CTOKH npanannesca Ha JlE11EliHOTO 3ABE,L(EHHE - Bb3JIO)KHTEJI H ce 
ynpaxcaxaa OT Hero ITO)], q>OpMaTa Ha nHCMeHo ysenovneaae no 113Ilb.JIH.HTEJUI, KaTO pa3XO,l.{11Te 
H pacxosere no HOBOTO JlOCTaB.HHe ca aa csserxa Ha II3IlbJIHHTEJUI. 
(10) CTOKHTe, npemaer Ha peKJ1aMaUHJ1 ce cr.xpanaaar OT JIE'lEJiHOTO 3ABE,l(EHIIE - 
Bb3JIQ)KJITEJI no ypezcztane 1-1a pexnascatraare. 

XII. OTrOBOPHOCT IlPH HEH3Il1,JIHEHHE 



l.Jn. 12. (1) 3a He1nn1>JIHem1e Ha 3a,u1,JDKemuITa CH no HaCTO.slIJ.lIDI norosop c aaxrnoseirae Ha Te3H no 

xn. 10, an. 2 R an. 4, II3Il1,JIHIITEJUIT .UbmKH neycroaxa s pasaep Ha 0.5 % Ha .ueH aspxy 
CTOHHOCTTa Ha xonxperaara 3ru:IBKa, HO He nosese OT 10 % (zrecer npoueara) OT CTOHHOCTTa Ha 

KOHxpeTHaTa sazaxa, KaKTO H ofiesmereaae aa rrperspneaare .ueHCTBHTeJIHH spena s crrysaare, 
xoraro Te aanxaspnsr noroaopeaara HeycTOHKa. B cnysaare IlO ILJI. 4, an. 3, nocosenara B 

npe.D,XO.[{HOTO aspeaeaae HeycTOHKa B paavep Ha 0.5 % ce HaqffCJUIBa sa BCeKH sac npocpoxae, HO He 

nosese OT l O % (aecer nponeara) OT CTOHHOCTTa Ha KOHKpeTHaTa 3ruIBKa, KaKTO H otiesuiereaae aa 
nperspneaare neiicTBHTemm speznr B cnysaare, xoraro Te nanxaspnar noroaopeaara HeycTOHKa. 

(2) Koraro rrpa aanasne Ha pexnaxanaa, H31I1,JIHlfTEJUIT He asrrsnaa 3a,u1,n)KeHIDITa CH no 
pasnen Xl OT nacrosmas norosop B cpox, Cbll{IDIT ).lbJDKH Ha JIEl.JEliHOTO 3ABE,U:EHIIE­ 
B1,3JIO)KIITEJI HeycTOHKa B paaxep Ha 2 % OT ueaara Ha CTOKHTe, sa KOHTO ca aanpaserra 
peKJlaMaI.J.IDITe. 
(3) JIEl.JEliHOTO 3ABE,U:EHIIE ­ B1>3Jl0)KJITEJI yztoanersopasa npereuuaare CH OTHOCHO 

HeH3IlbJIHem1eTO Ha AOrOBOpa, KaKTO H sa sannamane Ha HeycTOHKHTe OT crpaaa Ha 

II3Il1,JIHHTEJUI Karn aazrspzca rapaauaara aa asrrsrmenae no qn, 7, an. 3, 6YKBa "6" OT zroroaopa, 
KaTO npezrnpaeva .ueHCTBIDI sa HeHHOTO ycsoasase. B C�aH, qe CTOHHOCTTa Ha rapaHUIDITa sa 
H3IlbnHeHHe He noxprrsa BCift{l(H .UbJI)KHMH OT II31I1,JIHIITEJUI HeycTOHKH, JIEl.JEliHOTO 
3ABE,U:EHIIE ­ B1,3JIOlKHTEJJ npaxsama ,ul,JI)l(HMHTe CYMH OT aacpeinua nnamaaas KbM 
H3Il1,JIHHTEJUI. 
(4) Ilpa TpH ITbTH BHHOBHa satiasa Ha II31I1,JIHHTEJUI, npozrsnacana c nosese OT IlOJIOBlrnaTa OT 

cpoxa aa aarrsrnreaae Ha c1,orneTHOTO Ja,U1>JDKeHHe, B paMKHTe Ha TPH Mecena JIEl.JEliHOTO 
3ABE,u:EHIIE ­ B1,3JIO)KIITEJJ HMa npano zta rrpeKparn norosopa e.[lHOCTpaHHO c 15-.LlHeBHO 

rrpenaasecrae. 
(5) JIEl.JEliHOTO 3ABE,u:EHIIE ­ B1,3JIO)KIITEJI HMa npaso na npexpara el(HOCTpaHRO H 6e3 

npermasecrae HaCTOSilllIDl noroaop B cnysaa Ha CHCTeMHO HeTO'llIO H3UbJ1HeHHe Ha 3a,UbJDKe.HlUITa OT 

U3Il1>JJHUTEJUI H npenxsena nosese OT TpH pexnanauaa s paMKHTe Ha TpH Mecena OT 

JlEl.JEliHOTO 3ABE,u:EHUE ­ B1>3JJOlKUTEJI no pena 1-1a rrrasa XI. 
(6) B crrysak, LJ:e no OTHOI.IIeHHe Ha U31I1,JIHIITEJUI uacrsnar oficroarencrsara no sn. 54, an. 1, 
H ILJI. 55, an. 1 OT 3aKoHa sa ofimecraenare nopsaxa, JIEl.JEliHOTO 3ABE,u:EHHE­ 
B1>3JIQ)KUTEJI MMa npaso na npexpara e,UHOCTpaHHO HaCTO.snnRH zroroaop, 6e3 UHCMeHO 

npenassecrae H 6e3 na ,l.{1,IDKH HeyCTOKKH. 

XIII. (l>QPCMA)KOPHH OliCTORTEJICTBA 

lfo. 13 (1) Crpaaare no HaCTOHU{IDI )J.OfOBOp He AbJI)KaT 06e3meTeHHe aa fIOHeCeHH apezra 11 saryfia, 
aKO nocnezmare ca rrpH-.:rnHeHM B pesyrrrar Ha nenpeonomoaa cana. 
(2) A.Ko crpaaara, xoaro e cnensano na H3ITbJIHH csoe 3a,u1,JDKem1e no norosopa e 6Hna B safiaaa, rn 
He MO)l(e na ce nosoaaaa Ha aenpeononava cana. 
(3) "Henpeononava cana" no CMHc1>na Ha T03H norosop e aenpensaneno H/Hnn aenpenorsparaao 
Cb6HTHe OT H3BbHpe.ueH xapaxrep, Bb3HHKHaJIO cnen CKJlIO'-LBal.JeTO Ha norosopa. 
( 4) Crpaaara, sacernara OT aerrpeonornosa cnna, e .UJTb)KHa na npennpaeae BCMt.{}(H .uei:icrnaa c 

rpazcara Ha .uo6op CTOilaHHH, sa JJ,a HaMaJIM no MHIDIM)'M noaecenare spezra H sarytia, KaKTO H na 

yBe)J.OMH fIMCMeHO npyrara crpaaa s 7-.L{HeBeH cpox OT HaCThTIBaHeTO Ha nerrpeononaaara CMJla. Ilpn 
ueysenosomane B nocosenas B npe.LlXO.LlHOTO aapeseaae cpox ce AbJDK0 otiesmereaae sa 
HaCThfIHJIHTe OT TOBa spezra. Henpeononaaara cana ce .UOKaJBa OT sacernarara crpaaa C'bC 

ceprarpaxar sa <popcMa)l(Op, H3)J.a,[.(eH no CbOTBeTRIDI pen OT KOMneTeHTHHSI opras B rrspacaaara, B 
KOHTO ca }'laCThilHJIH <popCMa)l(OpHHTe o6CTOSITencTBa. 

(5) )],oKaTo Tpae aerrpeonomorara cana, aarrsnaeaaero 



XIV. CilOPOBE 

qJI.14. (1) Bo3HHKHaJIHTe npes apeeaerpaeaero Ha norosopa cnopose H pasaornacas Me)K)l)' crpanare 
ce pemasar xpea nperosopa Me)l(,qy rsx. Ilocraraarare norosopenocra ce orpopscrr B rracssena 
cpopMa 11 ce rrpenpt.mar s nepasztenna xacr OT zroroaopa. 
(2) B cnyqaii Ha HenOCTHraHe Ha )J.OfOBOpeHOCT no npeJJ.XO)J.Hl1JI xnea, BCHtJKli cnopose, noponeaa OT 
T03H norosop HJUI oraacxuta ce .no Hero, BKJIJOqJ.iTenHo cnoposere, nopozieaa OT ana oTHacm:JU,1 ce no 
HerOBOTO 'rsmcysaae, He,UeHCTBHTeJIHOCT, HeH3ITbJIHe1rne mm rrpexparasane me 61,,naT paspemaaana 
cnopen 61,nrapcKHTe MaTepaanHa H nponecyanaa 3aKOHH OT KOMIIeTeHTH11JI csn no pena Ha rnK. 

XV. Cl>OliIIJ.EHIDI 

qJI. 15. (1) BcJfIIKH c1,06m.eH11JI Me)K)l)' CTpaHHTe, CBop3aHH c H3n'bJIBeHJ.ieTO Ha T03H norosop ca 
BanHJJ.HH, aKO ca aanpasena B nHCMeHa cpopMa H ca IlOJJ.IlHCaHH OT ym,JIHOMOIIJ.eHlne npencrasarena 
Ha H301>JIHHTEJUI HJIH JIEqEI,HOTO 3ABEJ{EHHE ­ 81,3JIO)l(HTEJI. 
(2) 3a nara Ha c1,06m.em1eTO ce cscrra: 
./ narara Ha npenasanero - npa ps-mo npenasaae Ha csofimenaero; 
./ ztarara Ha nomencxoro KJieiiMo Ha ofiparnara pasnacxa - npa asrrpamane no rromara; 
./ narara Ha rrpaevaaero - rrpa asnpamaae no cpaKc HnH e-mail. 
(3) 3a BaJIHJJ.Hli anpeca aa npaexaae Ha csofimerraa H 6aHKOBH CMeTK.H, caspsana c HaCTO.SilUHJI 
norosop ce cserrar: 

3A H3111,JIHHTEJUI: 
Fp.Corpax 
Yn. 0KOJIOBp'bCTeH rrsr .M!l99A 
e. todorova@phoenixpharma.bg 

( 4) Ilpa npOMSIHa Ha DOCOt.J.eH11JI no an. 3 azrpec HJIH 6aHKOBa CMeTKa C'bOTBeTHaTa crpana e JlJfb)l(Ha 
na ysenosra zrpyrara B TPHJJ.HeBCH cpox OT nposcmara. 

XVI. ,lJ;PYrH YCJIOBIDI 

qJI, 16. (1) Ilpasara " 3an1,n)KeHHJ1Ta no HaCTO,Sfll{IDI norosop He MoraT na ce npexsspnsr 
CJJ.HOCTpaHHO Ha TpeTH JlHUa H nonofina aKTOBe He nopazcnar npasno JJ.CHCTBHe 6e3 llilCMCHOTO 
csrnacae Ha npyrara crpana, ocsea s cnysaare Ha ofieanesasane (rapanrapaae) Ha 38.D.bJI)KeHHJI no 
6aHKOBH xperrara. 
(2) 3a aeypeneaare asnpoca a HacTOSIJ.IUUl norosop ce npanara .neiicTBam.orn 61,nrapcKo 
3aKOHOJJ.aTeJICTBO. 

XVU. Il0,lJ;H3Il1,JIHHTEJIJI 
(npWIO:JICUMO CQMO 6 cnyuaume, 6 KOUmo U36pa11Wl 3Q usnunnumen yuacmuu« e nocosun, Ile tue 

nOJL3ea noiJU3nbJ111UmeJ1u, npu cxntoueane na pauxoeomo cnopasyueuue) 

3A JIEq£1,HOTO 3ABEJ{EHHE­ B1>3JIQ)l(J.ITEJI: 
rp. Byprac - 8000 
Byn. ,,CTe<paH Craafionos" N2 73 

email:b_apteka@abv.bg 



(3) Koraro xacrra OT nopsaxara, K0$1TO ce H3flbJIHj(Ba OT IIO)J.H3llbJIHHTEJI, MO)Ke na 6'b,ne 

npenanena KaTO ornenen o6eKT 1-1a H3llbJIHlf.TEJUI 1mH aa JIE'IEJiHOTO 3ABE,ll,EHHE ­ 
Bb3JIO)KUTEJI, nocnezmas sannama Bb3Harp8)K.ue1-1He sa TaJH xacr Ha IIO,ll,H3llbJJHHTEJUI. 
(4) Pasnnauraaaara no an. 3 ce OCbI.UeCTBHBaT Bb3 OCHOBa Ha HCKaHe, ornpaaeao OT 

IIO)J.H3llbJIHHTEJUI no JIE'IEliHOTO 3ABE)J.EHHE B'L3JIO)KHTEJI 11pe3 
lf3llbJIHHTEJUI, KOHTO e )lJlb)KeH na ro npe,UOCTaBH Ha Bb3Jl0)KHTeJ1Jf B 15-Jl}leBeH cpox OT 

IlOJl)"iaBaHeTO MY. 
(5) KbM HCKaHeTO no an. 3 H31IbJIHHTEJUIT npenocrasa craaosaure, OT xoero zta e BHJ.lHO nana 
ocnopsa nnamaaasra HJIH 1.{8CT OT TIDC KaTO He)lb.lDKHMH. 

(6) JIE1IEliHOTO 3ABE�HHE ­ B'L3JI0)KUTEJI HMa npaso na OTKIDKe nnamaae no an. 3, 
KOraTO BCKaBeTo 38 nnamaae e ocnopeno, no MOMeHTa Ha OTC'TpaJiJIBaHe Ha npaxaaara 38 OTK83a. 

(7) He3aBHCHMO OT H3IlOnJBaHeTO Ha TIO,ro.13TibflHl1TEJII.1 OTrOBOpHOCTia 38 aarrsnnenae Ha 

norosopa e Ra H3IlbJIHHTEJUI. 

XVIII. 3AKJIJO'IlfTEJIHH P A3llOPE,ll,liH 

./ 

./ 

./ 

./ 

JIEllEliHO 3 

(n - p E. MHg 
113n.J.lHpeKT 

(A. ob'-IBapos8 - rrr. 
C'IeTOBO,UHTeJl) 

B TpH ezmoofipaaaa exaessnnapa ua 6bnrapcKH e3HK - e,UHH 38 
­­ ... "OTO 3ABE)J.EHHE ­ Bb3JIO)KHTEJI. 

Becenxn Kyaes 

� Recoverable Siqnature 

X Cbr nacyeauo 
EereH111 4a11oe 
IOp111cKOHCVJ1T <llbOH11Kc cl>apMa EOOJl 
Siqned by: evqeni.chalov@phoenixqrouo.eu 
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