
,LJ,OrOBOP 
3A ,ll,OCT ABKA HA JIEKAPCTBEHH IlPO,LJ,YKTII 

Zlaec, .�P-../.Z 2020 r., s rp. Byprac, Me)K.zzy: 
"YHIIBEPCHTETCKA MHOrODPOcJ>HJIHA liO�A 3A AKTIIBHO JIEllEHHE - 
liYPr AC" A,ll,, EHK 102274111, enc cezianame H anpec Ha yrrpasneaae: rp. Byprac, 6yn. "Creoan 
Craafionoa" N!!73, npencraanasaao OT aam.nnarernras ztapexrop .n-p BoHKo Teopraes 
Mapasxaacxa H rn. C'!eTOBO,llHTCJI - Aim 11BaHOBa bbtJBapoaa HapH1'laHO no-nony sa KpaTKOCT 
,,JIE'IEliHO 3ABE.l(EHHE - B1,3JIO)KHTEJI" OT ezraa crpaaa 
H 

,,cJ>hOHHKC cJ>APMA" EOO,lJ,, EHK 203283623, enc cezianame H aapec Ha yrrpaanenae: rp. 
Coq>IUI - 1700, paHOH CTyJ.leHTCKH., yn. ,,OKOJIOBpbCTeH rrsr", N2 I 99a, rrpeztcraanaaaao OT 
KpaCHMHp Haxonaea H .[.(aHHena HHKOJIOBa - nbJIHOMOIItHHIUi, aapaxaao no-norry sa KpaTKOCT 
,,U:31I1,JIHU:TEJI" OT .npyra crpaaa, 

ua ocnosanae 'In. 112 OT Saxena sa otimecrseaare nopsuxa (30D), BbB apsaxa c rrposenea 
BbTpemeH KOHKypeHTeH asfiop/ztorrsnrreaa orpepra no Paaxoso cnopaayxeaae N!! P)l.-11-270 OT 
22.06.2020 r, n ce CKJll04H HaCT05!U(I-UI norosop sa CJleAHOTO: 

I. IIPE,ll,MET H CPOK HA ,lJ,OrOBOP A 

IJJI. 1 (1) JIE'IEiiHO 3ABE,lJ,EHIIE - B1,3JIO)KHTEJ1 ssanara, a H3Il1,JIHMTEJUIT ce 
aazrsnacaaa na R3BbpIDH nocrasxa Ha cneznnrre nexapcrserrn npO.[()'KTH: 

06oco6eua noJHUHH .N!! 1 
AlfaTOMO- Me*,Uyaapo.uuo Haxaa Ha Mspxa KOJIH'ICCTBO 
TepaDCBTH'ICH KO.U uenaTeHTuo npanosceuae /mg, 
/ATC-Ko.u/ H3UMeHOB3HHe/INN/ tabl., ml. 

H ,up./ 
B03XA01 Erythropoietin(Epoetin napearepanaa IU 

beta) 600 000 
H02AB02 Dexamethasone napearepanaa mg 112 000 
J06BA02 lmmunoglobulins, normal napearepanaa Mg 

human, for intravascular SO mg/ml 
adm. 1200 000 

(2) ,L{orosopbT B.JIB3a sa Erythropoietin(Epoetin beta) B.JIB3a B carra csnraao OT 24.09.202 l r. H e enc 
cpox Ha .newcTsHe no 31.12.2021 r. Do OTHomeHHe Ha Dexamethasone H Immunoglobulins, normal 
human, for intravascular adm . norosopur BJIH3a a cana C'iHTaHo OT zrarara Ha nerosoro rromracsane 
He CbC cpox Ha .ueMCTBHe no 31.12.2021 r. 

u. qEHU: u: osnta CTOHHOCT HA ,ll,OCT ABKMTE no ,LJ,OrOBOPA 

'In. 2. (1) Ilenara Ha CTOKHTe no xn.l e csrnacno ueaoso npennozceaae Ha H3Il1,JIHHTEJUI, 
nepasnenaa sacr OT norosopa. 
(2) Ileuara BKJIIO'CfBa CTORHOCTTa Ha CTOKaTa, OITaKOBKa, 3acTpaXOBKa H TpaHCDOpT no JIEqE :y io 
3ABE,lJ,EHHE - B1,3J10)KIITEJ1 npa MHHHManeH cpox Ha rozraocr He no-xparsx �6'� ofiaseaas OT npOH3BOL(RTeJUI aa nexapcrseaare nponyxra l1IDl He no-xparss OT 20 % OT� 
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npOH3BO,AHTeJUI aa 61wnpO,AyKTHTe ana fowno.no6HHTe npozryxra. MlilHHMaJIHIDIT cpox f <¥lff�� � 
onpenens KbM narara Ha scaxa JlOCTaBKa Ha nexapcrsea nponyxr. °c> � o J 
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(3) Ofimara CTOHHOCT Ha JJ.OCTaBKHTe rro ztoroaopa e JJ.O 63 040,30 (mecrenecer H TpH XH.IUIJ.Of 11 
xerapaaecer nano H rpaaecer CTOTHH) nesa 6e3 BKmoCJeH MC H no 72 648,36 (cenevnecer H ,UBe 
XH.JUl.lm rneCTCTOTFIB xerapanecer H ocex nIDJo H TPHJlCCeT H nrecr CTOTHH) nesa c BKJIIOCJeH )U];C. 
(4) IJ.eHaTa no norosopa e qmKcHpatta, Re nonneaca Ha rrpoxeraa aa cpoxa Ha neiicTBHe Ha ztorcaopa, 
OCBeH a cnyxaare Ha 116 OT 30IT. 

(5) B cnysaa, qe 11pe3 speaero Ha .neiiCTBHe Ha C'bOTBCTHIUI norosop CTOHHOCTia, KOSlTO cnensa na ce 
sannama c rry6Jrn'IIDI cpencrsa Ha nexapcrsena npO.D.YKTH OT IT03HTHBHH.sr JleKapCTBCH CITHC1,K CTaHe 

no-HHCKa OT noroaopeaara, nesefiaoro saaeneaae - B'h3JIO)KHTerr fieaycnosuo sannaina 
JieKapCTBeHHTe nponyxra Ha no-HHCKaTa CTOHHOCT, CttHTaHO OT: 

- narara Ha BJIH3a.He B CHJia Ha pemenaero Ha Hau.110Ha..JIHIDI C'bBeT no uerra H 
peHM6ypcHpaHe Ha nexapcraeaare npOJl.YKTH ( HC[{PnIT); 

- narara Ha axryanasansorra Ha IT03HTHBHIDI nexapcrsea CllHC'bK no pena Ha 1UI. 57, an. l OT 
Hapenfiara aa ycnosaara, npasanara H pezta aa peryrrapaae H peracrpapaae Ha ueaare Ha 

nexapcraeaare nporryxra (HYilPPPIJ.llII) sa nexapcrseaare rrpOJl.YKTH c naxrarreaa CTOHHOCT aa 
onaxosxa, H3tJRCJieHa Ha fiasa perpepetrnra CTOHHOCT. 

B cnysaare no ape,[(XO)lHOTO aspeseaae, CTOKHOCTia ce onpenens K'bM MOMCHTa Ha 
JJ,OCTaBKaTa (IlOJJ.IlHCBa.He Ha npaexo-npenasarenea DpOTOKOJI). 

ID. YCJIOBID.I H HA1.JHH HA IlJIAI..QAHE 

1lri. 3 (1) Ilnantaaero no HaCTOHII(IDI noroaop ce ocsmecrsasa spes 6atIKOB npeson OT crpana Ha 

JIE''IEliHO 3ABE,llEHHE - B'h3JIO)KlfTEJI 110 nocoseaara a qn. 15, an. 3 6aHKOBa cMeTKa Ha 
U3Il'I>JIHHTEJUI. 
(2) 3annamatteTO Ha CTOKHTe no zroroaopa ce H3BopUIBa OTJIO)KeHo a cpox no 60 /mecrneceras/ .neH, 
cnen npencrassne Ha cnerraare .L(OKYMCHTH: 

I. ,[(ocTaBHa q>aK-rypa, C'bCTaBeHa csrnacao H3HCKBaHID1Ta ea 3,[(,[(C H IT113,[(,[(C; 

2. Ilpaevarenao-rrpenaaarenua rrpoTOKOJIH; 

(3) B cnysaa, se nocosenare a xn. 3, an. 2 .ll.OKyMeHTH ca Hepe,UOBHH HJIH He ca KOMnJleKTOBaHH, 
csnrare ce spsmar Ha H3Il'I>JIHHTEJUI c rrpaesrarenao - rtpenasarenea nporoxon sa aanpasaae 
Ha Hepe,nHOCTHTe. CpOK'bT no CJJI.3, an. 2. sanoxaa na rese OT narara Ha npe)lCTaBHHeTO Ha nocnennaa 
H3HCKYeM ce .llOKyMeHT. 

(4) ITpH q>aKrypHpaHe Ha saaaenare KOJlJil{CCTBa JJeKapcTBeHH rrpozryxra, no scaxa OT.UeJIHa aaasxa, 
ueaara Ha OilaKOBKa He cnensa .ua nazraamasa onpeneneaara B IT03HTHBH1Ul JJeKapCTBeH CilHC'bK- 
I1pHJIO)KeHHe N!! 2, pediepearaa CTOHHOCT Ha onaxoaxa aa C'bOTBeTHIDI nexapcrsea rrponyxr. B 
cnyqaii Ha H3l{HC.JU!BaHe Ha CTOKHOCT TIO-BHCOKa OT petpepearaara CTOHHOCT Ha OflaKOBKa aa 
C'bOTBeTHIDJ nexapcrsen npozryxr, CTOHHOCTia ce HaMaJI.srBa H sannama no CTOHHOCTia Ha orraxosxa 
onpeneneaa B ITo3ITTHBHIDI nexapcraen CITHC'bK- ITpHJIO)KCHHe N!! 2. 

IV. CPOK HA �OCTABRHE 

qJJ, 4 (1) JIE�liHOTO 3ABEj(EHHE- Bb3JI0)1(HTEJI saaassa neofixoznoorre MY xorrasecrea 
c HHCMeHa aasnxa JJ.O H3Il'I>JIHHTEJUI. 3a.srBKaTa ce Bp'bCJBa JIWIHO cpenry 110.llTIHC Ha 

H3Il'I>JIHHTEJUI HJIH yrrsrmovomeao OT Hero naue HJTH ce asnparua c npenopsaano IlliCMO c 
ofiparna pasnacxa, no q>aKC HRH no enexrpoaea ITbT. 

(2) Bcaxa OTJJ.CJIHa .D.OCTaBKa, CJle.L{Ba na 61,.n.e nocrasena s cpox no 7 xanenaapna .ll.HH cnea 
nonysasaae Ha saaaxara OT JIE�liHOTO 3ABE�EHHE - B1>3JIO)l(HTEJI u sa xonaxecraara H 

OilaKOBKHTe (csofipasao xonxperaare nexapcrseaa npO.UyKTH, llOCO'!eHH a Te��TO 
npennoxenae Ha H3II'bJlHHTen.sr), TO'IHO onpeneneaa B aassxara. B crryaaii, qe c� Ba 

nocrasxa OT naaeaa naprana Ha nexapcrsea npo,I.1,YKT, ce npencrasa Cepraqnocar 3a�po�a O i'e. 
Ha napraztara, asnanea or KBanHq>HIJ:apaHo JIHne no 3nIIX.M Ha enexrponea � ! 1n�i� � \ 
enexrponea rrsr Ha enexrpomrara noma, nocoseaa xaro azrpec aa xopecnoanemr pP1J1izy,ke �) 
npeson Ha 61>1rrapcKH e3H1< OT q>HpMa, cxmoxana norosop c MRRHCTepcTBo Ha B'hH � 
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H3B1>p1IlBaHe Ha orpauaanna npeBO,UH. l-h6poemrre .UOK)'MeHTH ce npe,UCTaBSIT B C'bOTBeTHOTO 3BeHo, 
onpeneneno OT neqe6HOTO saaeneaae - B'b3J10)KHTeJ1. Ilpa cnezrsaura .UOCTaBKH Ha JieKapCTBeIDI 
rrpO.lJ.YKTH OT csuiara napraaa, cepradiaxar-sr 1-1e ce npencraas. 
(3) B cnysaa Ha aeofixoznoaocr OT cnenraa nocrasxa, JIEl.lEliHOTO 3ABE�HHE - 
B'L3JIO)KHTEJI nocoxaa aspn=ao B 3MBKaTa, qe e neotixonaao na 60.ue H3B1>pmeHa cnenrna 
nocrasxa. B T03H cnyqaii, nocrasxara cnezrsa na 60.ue asaspmeaa no 6 saca OT rrorrysasaae Ha 
3aSIBKaTa H aa xonasecrsara H onaKOBKH.Te ( C'b06pa3HO xoaxperaare nexapcraeaa rrponyxra, 
ITOCO'leHH B TeXHK'I.JeCKOTO rrpe.UJIO)KeHRe Ha H3Il1>JIHHTeJISI), TO"'iHO onpezteneaa B 3aSIBKaTa. 

(4) H3II'LJIHIJTEJUIT ce aazrsrosasa, B cpox no 1 pafiorea nea, B crryxaare no an. 2 H B cpox no 1 
sac, B crryxaare Ha an. 3, cnezi TIOJI)"-laBaHeTO Ha BCSJ:Ka 3aSIBKa na yaenova IlHCMeHO HJIH no cpaKC 
JIEl.lEliHOTO 3ABE�HHE - B'L3JIOiKHTEJJ B CJiy1Iaii 'le He MO)Ke na H3Bbpurn nocrasxa 1urn 
B crrysaa, qe He MO)Ke na cnasa cpoxsr aa H3B1>pmBaHe Ha .l{OCTaBKaTa, npeznser Ha xouxperaara 
3ruIBKa. 

(5) KoM ztarara Ha BC511<a .UOCTaBKa, OCTaT'b'-IHHSIT cpox Ha fO,UHOCT ea nexapcraeaare npOJzyKTH, 
cnenaa na 60.ne He IIO-Man'bK OT 40 % /qeTHPHACCCT ea CTOI OT o6SIBeHHSI OT npOH3BO.l{JITemI. 
(6) KoM narara Ha BCKKa .l{OCTaBKa OCTaT'b'iIDISIT cpox Ha fO,llROCT Ha fiaonpozryxr HID1 6Hono.no6eH 
npozryxr, cnezrsa na 60.ne ae no-vam,x OT 20 % IABaACCeT ea CTO/ OT ofomeHHSI OT rrpOH3BO.D.HTeJISI. 
(7) 3a xomrsecrsa nocraseaa H3B1>H 3aSIBKaTa no sn. 4, an. l, JIE"l{EliHOTO 3ABE�HHE - 
B'L3JIO)l(HTEJI IDI.Ma 3a,U'bJ1)KeH11e sa nnamaae. 
(8) B crryxaare no 1IJ1. I 0, an. 7 OT norosopa, cpoxsr no an. 2 H 3 sano-raa na Te'I.Je OT narara Ha 
nHcMeHoTO csrnacae Ha JIEl.lEliHOTO 3ABE�HHE - B'L3Jl0)1(HTEJI. 

V. MSICTO HA ,ll;OCTABfilIE 

qJI. 5. (1) 3a MSICTO Ha nocraasne Ha CTOKHTe no T03H ztoroaop ce orrpenena cnennas anpec: rp. 
Byprac, 6yn. ,,CTecpaH Craxtionos'' N2 73, 60ITHK1IHa arrrexa. 
(2) PHCK'bT OT crrysaiinoro norasaae HJIH noapexnaae Ha CTOKHTe npeaanaaa sspxy JIEl.lEliHOTO 
3ABE,ll;EHHE - B'L3JIQ)l(JITEJI OT MOMeHTa Ha npaeuaaero HM Ha WICTOTO Ha nocrasaae c 
npaesrarerrao-npenaaarenea nporoxon, 

VI. ,lJ;A TA HA ,ll;OCT ABHHE HA CTOKHTE 

l.lJI. 6. 3a .uaTa Ha .UOCT3Bfille ce C'iHTa narara, Ha KOSITO CTOKHTe ca )lOCTaBem1 no anpeca IlOCO'ieH B 
'I.JJl. 5, an. 1, npa ycnosaara Ha 'I.JJl. 9, an. 2. 

VII. 3A,Z].'LJI)l(EHIDI HA H3Il'LJIHHTEJUI 

l.lJI. 7. H3Il'LJIHHTE.JUIT ce 3a,UbJJ)KaBa: 

1 . .[(a nocraaa CTOKHTe B norosopeaas cpox H na ra npenane Ha JIEl.lEliHOTO 3ABE,ll;EHHE - 
B'L3JIO)l(MTEJJ. 
2 . .[(a npenane CTOKHTe, naxernpaaa 11 MapKHpaHH B C'bOTBeTHIDJ BH.U, KOJIH'I.JeCTBO H Ka'I.JeCTBO Ha 
M.sICTOTO Ha .LJ.OCTaBj{He. 
3. ITpH TIOL(flHCBaHeTO Ha .LJ.OfOBOpa na npencrasa: 
a) .l{OK)'MeHTH ITO xn. 112, an. 1 OT 30n. 

6) rapaHI.J.HSI aa H3IlbJIBeH11e, B ezma OT cpopMHTe, onpeneneira B 1IJ1. 111, an. 5 OT 30IT, csc cpox Ha 
BanM.UHOCT 60 ,llRH cnezt H3TH1IaHe cpoxa Ha .Ll.OfOBOpa, KOSITO ce OCB060)K.LJ.aBa B cpox no 6�ne.n 
H3n1>nHeHHe Ha norosopa. B crrysaa, qe sarranaocrra Ha rapairnaara H3Taqa npenn .uoc ��e 

11301,rmeH, M3ffh.JlHHTEJUIT ce sazrsnacasa na y.u1,11)KH cpoxa Ha BaJIHAHOCT ap�! 
TOJrKOBa mm, raxa xe rapannaxra na IIOKpHBa oqaKBaHIDI cpox aa H3nbnHeIIBe Ha .l{ � tl 
.llIDf. Fapaarrasra e B pasraep Ha 3% OT crotinocrra Ha noroacpa 6e3 )I)lC H s1,3 �1 
(XHJISI,na oceMCTOTHH nesernecer H ezmo AAJIO a rrsanecer H ezma CTOTHH) neaa. 



(4) )].a .[.(OCTaBX nexapcraena npozryxra, KOHTO OITOBapaT Ha asacxsaaaara Ha 3aKOHa sa 
rrexapcraeaare npozryxra B X)'MaHHaTa Me.[.(Hmrna (3JlllXM) - na rrparescaaar BanHJJ.HO paspemeaae 
aa ynorpefia B crpaaara, H3JJ.aJ].eHo no pezia Ha 31IITXM H.JIH Perrravear (EO) NQ 726/ 2004 r. Ha 
Esporreacxas napnaaerrr H Csaera /qn. 23, an. l Ha 3JIITXM/. 
(5) ,[{a J].OCTaBX nexapcrseaa rrpOJlYKTH, KOHTO ca BKJII0'1eHH B 11pHJ10)1(emi:e NQ 2 Ha 1103HTHBHIU! 
JieKapCTBeH CDHC'E.K. 

(6) B cnyxak, qe ce npasa rrspsa nocraaxa no naaeua naprana Ha nexapcrsea rrpozryxr, na npencrass 
CepTHq>HKaT 38 OCB060)1(.llaBaHe Ha naprnnara, 03,D.aJ].eH OT KBanHtpHD;HpaHO naue IIO 3JlllXM Ha 
enexrponea HOCHTen mm no enexrpoaea rrsr Ha enexrponaara noma, nocoxeua xaro anpec aa 
xopecnonnemras, npaapyxea c npeson Ha 61.nrapcKH esax OT q>HpMa, CKJIIO'rnna norosop c 
Maancrepcrao Ha asanmare pa60TH 38 H3BnpllIBaHe Ha orpauaarran npeBO,LUL 
(7) ITpH ycnosaara Ha Bb3HHKBaHe Ha H3BbHpe.[.(HH CHTyru:J,HH /npHpOJ].HH 6e,UCTBHX, HFinH.UeHTH, 
H3BbHpe.n.Ha enK.UeMwma o6CTaHOBKa, asapaa, BOeHHR ,UeHCTBIDI H zrpyra H3Bl.Hpe.[.(Illl 
oficroarencrsa/, J13nbJIH1.1TenaT ce sazrsrosasa na He cnapa HIIIB11 npexparasa ztocrasxare Ha 
3ruI:BeHHTe OT Bl.3JIO)l(HTena nexapcrsa. 

VIII. 3A,LJ;bJDKEHIUI HA JIElffiJiHOTO 3ABE,D;EHHE - Bb3Jl0)KffTEJI 

11JJ. 8. JIEllEJiHOTO 3ABE)J;EHHE - Bb3JIO)l(lfTEJI ce 3aJJ.bJI)l(aBa: 
1. )].a rrpaeae nocraaemrre a cpox H Ha M.XCTO CTOKH, C'bOTBeTCTBa.IllR no BH,)J., KOJIB"<J:eCTBO H Ka"!eCTBO 
Ha OilHCaHOTO B HaCTO.mnwI norosop. 
2. )].a sannara nocraseaare CTOKH no pezia Ha "III. 3 OT HaCTO.lllI(IU! noroaop. 
3. Cne.LI. npaxmoxaane asrrsnaenaero Ha JI.OrOBopa .LI.a ocsotiona rapaHIJ:IDITa sa H3ITnJTHemrn, 6e3 na 
.[.(bJI)l(lf JIBXBH aa cpoxa, npes KOHTO cpencrsara 3aKOHHO ca npecroarra y Hero. 

IX. IIPIIEMAHE If IIPE)J;ABAHE HA CTOKIITE 

11Jl. 9. (1) 11pHeMaHeTo Ha CTOKHTe ce asaspmaa Ha MJICTOTO Ha nocrasane nocoxeao a qJJ. 5, an. 1. 
(2) H3IlbJIHIITEJUIT H.JIH yrrsrraosaomeu OT Hero npencrasaren H rrpencrasaren Ha 
JIElffiJiHOTO 3ABE)J;EHHE - Bb3JIO)l(lfTEJI no.[.(ITHCBaT rrpaevarermo-npeziaaarenea 
npOTOKOJI, YAOCTOBepaBam. nonysaaaaero Ha CTOKHTe, B KOMTO H3ffhJ1Hl1TEJUIT cnensa na 
BTIHDJe OCTaThlJHIDI cpox Ha fOJl.HOCT Ha CbOTBeTHOTO .[(OCTaBeHo neKapCTBO. 

x. KAllECTBO, r AP A�lf If CPOK HA rO)J;HOCT 

lln. 10. (1) CTOKHTe, rrpezrxer Ha HaCTOJlmIDI noroaop, cnezrsa .LI.a orrosapsr Ha H3HCKBaHrurra Ha lJJI. 
7,an.4H5. 
(2) KoM narara Ha .[(OCTaBKaTa, OCTaThq]lHJIT cpox Ha fO,D.HOCT Ha nexapcrseaare npOJlYKTH, cnezrsa 
na 61,.n.e Re no-sransx OT 40 % /serapanecer Ha CTO/ OT 06J1Bemi:J1 OT npOH3BO,D.HTena. 
(3) B c.rryqaii Ha ,D.OCTaBKa Ha nexapcrseaas rrponyxr c no - xpart,x OT .[.(OfOBOpeHHa CpOK Ha fO,L(HOCT, 
.LI.bJI)l(HMaTa neycroaxa na 60.ne npoveaena, KaKTO cnezraa: 

OT 39,99% no 30% - 3 % aspxy CTOHHOCTTa Ha .UOCTaBKaTa; 
OT 29,99% no 20% - 5 % Bnpxy CTORHOCTTa Ha .UOCTaBKam; 
OT 19 ,99% no I 0% - 7 % Bnpxy CTOHHOCTTa Ha .UOCTaBKaTa; 
non I 0% - 10 % aspxy CTOHHOCTTa ea .UOCTaBKaTa. 

(4) 0CTaThlJHHXT cpox Ha l'O,L(HOCT Ha 6HODpO.uyKT /6lmnoao6eH npOJlYKT, CJJe.[.(Ba na 61,ne He no- 
MaJibK OT 20 % /zraanecer Ha CTO/ OT ofiaseiraa OT npOH3BO,D.MTena Kl.M narara Ha BCXKa .[.(OCTaBKa. 
(5) B c.rryqrui Ha zrocrasxa Ha 6aorrpo.nyKTl6Hono.no6eH rrpoztyxr c no - xparsx OT noro g� �K 
Ha l'O,L(HOCT, ,ll'bJDKHMaTa aeycrotixa e KaKTO cnezrsa: �'t-C, �00 

OT 19,99% AO 10% - 2 % aspxy CTOHHOCTTa Ha nocrasxara; 1 �,..,. "P� 

OT 9,99% no 5 % - 4 % Bnpxy CTOHHOCTTa Ha .l(OCTaBKaTa; & �t'oE."'J � 
• '---,/ 0 non 5% - 6 % aspxy CTOHHOCTTa Ha JlOCTaBKaTa. °- ;., 
00 � 
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(6) JIEl.fEliHOTO 3ABE,L(EHHE - Bb3JIO)KHTEJI MO)Ke na orxasce rrpaevanero Ha CTOKHTe, 
aKO B neaa Ha DIXHOTO npacrnraae ana rrpaeaaae OCTaTI,lffiWI cpox Ha fO.[{HOCT e no - Ma.JrhK OT 
onpenenerraa B 'IJI. 10, an. 2. H an. 4 MliHHManeH cpox Ha ro.[{HOCT. 

(7) .UocTaBKaTa Ha nexapcraen npO.[{)'KT c ocrars-ren cpox Ha fO,[{HOCT rro-aam,x OT 10 Ha CTO OT 

06.srnem1J1 OT npOH3BO.nJITeIDI H Ha fornnpo.zzyKT/611ono.no6eH npO.[{)'KT c ocrarsuea cpox Ha roznrocr 
no-xam,x OT 5 Ha CTO OT 06.srneHHJI OT npOH3BO)J.HTeJIJI ce H3BbpIIlBa CaMO c nacxreao csrnacae Ha 

JIElfEliHOTO 3ABE,L(EHHE - Bb3JIO)KHTEJI aa KOHKpeTHo KOJIH1:1ecTBo, onpeaeneao OT Hero. 

Ee3 H3pFPIBo ITHcMeHo csrnacae Ha JIElfEliHOTO 3ABE,L(EHlfE - Bb3JIO)KHTEJI CTOKH.Te 
IUIMa na 6wi:aT sannamana. 
(8) l1cKaHeTO aa nacxeao csrnacae, B cnysaare Ha an. 7, cnezrsa na rrocrt.na B JIEl.fEliHOTO 
3ABE�EHHE-Bb3JIO)KlfTEJI B cpox no 1 (e.n11H) pafiorea ztea OT norrysasaae Ha 3aJIBKaTa. 

(9) B cnyxaare Ha cneunra JlOCTaBKH noconeaare B an. 3 H an. 5 aeycroiixa He ce nparrarar, 

XI. OTrOBOPHOCT 3A HETOlfHO H3IlbJIHEHHE. PEKJIAMAI(UU 

lfJI. 11. (1) JIEl.fEliHOTO 3ABE�EHHE - Bb3JIO)KHTEJI MO)Ke rta npenasasa pexnaaauaa 
npezt R3IlbJIHUTEJUI sa: 
a) KOJIHl:leCTBO H HeKOMilJICKTHOCT Ha CTOK.HTe HJm rexaasecxara )J.OKyMeHTauHJI (.srBHH HeD,OCTaThqH); 
6) KatJeCTBO ( CKpHTH HeD,OCTaTbllR): 

- npa .llOCTaB.SlHe Ha CTOKR He OT norosopeaas BH.U, nocosea B t{Jl. 1; 
- DpH KOHCTaTHpaHe Ha )lecpeKTH npa ynorpefia Ha CTOKHTe. 

(2) Pexnaaanaa aa .SlBHH nenocrarsua Ha CTOKHTe ce npassr OT JIEl.fEliHOTO 3ABE,L(EHHE - 
Bb3JIO)KHTEJI, B MOMeHTa Ha npenasaaero HM, aa KOeTO ce CbCTaB5! npOTOKOJl, rrozmacaa H OT 
nsere crpaaa. 
(3) Pexnaxauaa aa CKpHTH He.UOCTaTbllH ce rrpaaxr npes uerrax cpox Ha ro.aHOCT Ha ztocraaeaare 
CTOK.li, xaro pexnaaauasra ce npanpyacaaa 3a,nbJl)KHTeJIHO OT KOHCTaTHBeH npOTOKOJl, H3.ZJ;a,neH OT 
l13ffhJJHHTenHaTa are1-1nHJ1 aa nexapcraara, 
(4) JIEl.fEliHOTO 3ABE�EHRE - Bb3Jl0)KHTEJI e J]JI'h)l(HO na yse.noMH nacveno 
H3Ill,JIHHTEJUI aa ycTaHOBeHHTe )lecpeKTH B 5 (ner) .UHeBeH cpox OT KOHCTaTHpaHeTO HM. 

(5) B pexnaxanaare ce IlOCO'IBa HOMepbT Ha noroaopa, TOqHOTO KOJIHl{eCTBO Ha norryseaare CTOK.li c 

TeXHHJI naprazien HOMep, ocaosanaero sa pexnaxrarras 11 KOHKpeTHOTO HCKaHe Ha JIElfEliHOTO 
3ABE,L(EHRE - Bb3JI0)KHTEJI. 
(6) B 5 (ner) zmeaea cpox OT nonysasaae Ha pexnaaanaara, H3IlbJIHHTEJIJIT cnezrsa na 
orrosopa Ha JIElfEliHOTO 3ABE�EHHE - Bb3JIO)KHTEJI nacsreno 11 KOHKpeTHO nana 
npaeaa peK11aMauHJ1Ta rum H OTXBbpJ1J1. 
(7) Ilpa peKJ1aMauHJ1 aa 5!BIDI aenocrarsua H3IlbJIHHTEJUIT e .llJlb)KeH s cpox OT 2 pa6oTHH ,nHH 

OT rronyaasaae Ha pexnassanaara sa CBO.sl CMeTKa H pHCK na D,OCTaBH Ha MSICTOTO Ha )J.OCTaBIDie 
KOJilll:JeCTBOTO rrancsauia B .[{OCTaBKaTa I HeKOMnJleKTHR norosopeaa CTOK.H. 

(8) Ilpa pexnasranaa sa CKpHTH aenocrarsna, B crryxaji qe lf3IlbJIHlfTEJUIT e npaen 
pexnaxauaara, CbIUHJIT e .l].Jlb)KeH B 10 (necer) .UHeBeH cpox OT IlOJiylfaBaHCTO H na 3aMeHH 

.UOCTaBeHHTe aenorosopeaa IIO BRA / .uecpeKTHR CTOKli aa CBO.sl CMeTKa H pHCK Hilll no npeuesxa Ha 

JIElfEliHOTO 3ABE�EHHE - Bb3JIO)Klf TEJI na BbpHe CbOTBCTHaTa xacr OT sannareaara 
ueua, Be)J.HO c .UbJI)KHMRTe JIHXBH. 
(9) l1360pbT Ha noconenare no-rope Bb3MO)KHOCTH na ce aspae CbOTBeTRaTa xacr OT nnaTeHOTO HID! 

zta ce nocraaar HOBH CTOKH rrpaaannexa Ha JIElfEliHOTO 3ABE,L(EHHE - Bl,3Jl0)KlfTEJI H ce 

ynpaxuasa OT Hero non cpopMaTa Ha ITHCMeHO ysencaneaae no U3IlbJIHHTEJUI, KaTO pa3XO,[{H:Te 
H pHCKOBeTe no HOBOTO .llOCTaB.Sl.He ca 38 CMeTKa Ha lf3IlbJIHHTEJUI. 
(10) CTOKHTe, rrpensrer Ha peKIIaMmHH ce csxpaaxsar OT JIElfEliHOTO 
Bb3JIO)KHTEJI no ypexorane Ha pexnaaauaare. 

XII. OTrOBOPHOCT IIPU HEH3IlbJIHEHHE 



lln. 12. (1) 3a He113n1,J1HeHHe Ha 3a,u1,rr>KeHIDITa CH no HaCTOID.I{IDI noroaop c H3KJII01IeH11e Ha reaa no 
xn. 10, arr. 2 a arr. 4, U:3Il'hJIHHTEJUIT .Ul»Jl)K}I HeycTOHKa B paavep Ha 0.5 % Ha .neH aspxy 
CTOHHOCTTa Ha KOHKpeTHaTa 3MBKa, HO He rrosese OT 10 % (necer nponeara) OT CTOliHOCTTa Ha 
KOHKpeTHaTa 3asIBKa, KaKTo 11 ofiesurerenae aa nperspneaare .neHcTB1neJIHH spezra B crrysaare, 
xoraro Te nanxaspnsr noroaopeaara HeycTOHKa. B crrysaare no qJI. 4, arr. 3, nocoseaara a 
npenxonaoro aape-renae aeycrotrxa B paaxep Ha 0.5 % ce nasacnsaa aa acexa xac npocpo=rae, HO He 
noaese OT 10 % (necer nponenra) OT CTOHHOCTTa Ha KOHKpeTHaTa 3asIBKa, KaKTO J,f ofiesmererrae aa 
nperspnenare neacrsaremra spena B cnysaare, xoraro Te aarrxsspnar norosopeaara neycroaxa. 
(2) Koraro npa aarraxae Ha peKJTaMal{HH, H3Il'hJIHHTEJUIT He R3Ill»JIHH sazrsnzceaasra CH no 
pasnen XI OT HaCTOID.UIDI ztorosop a cpox, C'hm;IDIT L{'bJI>KH Ha JIElJE.liHOTO 3ABE.l(EHHE- 
B'h3JIOJKHTEJI aeycroaxa B pasaep Ha 2 % OT neaara Ha cTOKHTe, aa KOHTo ca aanpaseaa 
pexnasrauaare. 
(3) JIElJE.liHOTO 3ABE.l(EHHE - B'h3JIO)l(HTEJI ynoanersopssa nperennaare CH OTHOCHO 
HeH3IT1»JIHeHHeTo Ha noroaopa, KaKTo H sa sannamaae Ha HeycTOHKHTe OT crpana Ha 
H3II'hJIHUTEJUI Karn aazrspaca rapaauaara sa 113n1,J1HeHHe no nn. 7, arr. 3, 6YKBa "6" OT ztoroaopa, 
KaTO rrpezmpaessa .neikTBIDf sa HeHHOTO ycsoaaaae. B crry=aii, qe CTOHHOCTTa Ha rapaHI.{IDITa aa 
113n1,JIHeirne He noxpasa BCHCJKH .n1>mKHMH OT H31I'hJIHHTEJUI HeycTOHKH, JIElJE.liHOTO 
3ABE.l(EHHE - B'h3JIO)l(HTEJI rrpaxaama .n1>n>KHMHTe CYMH OT nacpennra nrrarnarraa K'hM 
U31I'hJIHHTEJUI. 
(4) Ilpa TPH Ill»TH BHHOBHa aatiasa Ha U31I'hJIHHTEJUI, rrpozrsnacana c nosese OT DOJIOBHH8Ta OT 
cpoxa sa H3IloJIBeHHe ea C"bOTBeTHOTO 3a,u1,JI>Ke1rne, B paMKHTe Ha TPH Meceua JIElJE.liHOTO 
3ABE.l(EHHE - B'h3JIQ)l(U:TEJI HMa npaao zta npexpara noroaopa e.ZJ;HOCTPaHHO c 15-.nHeBHO 
npezrassecrae. 
(5) JIE11EliHOTO 3ABE.l(EHHE - B'h3JIOJKHTEJI HMa npaso na npexpara e)UIOCTPaHHO 11 6e3 
npe,UH3BeCTHe HaCTO.SUI.{Wl zrorcsop B crryqaii Ha CHCTeMHO HeTO'lHO H3Il"bJIHeHJ.fe Ha 3a,u'bJl>KeIHUJTa OT 
H3Il'hJIHHTEJUI H npenaseaa nose-re OT TpH pexnaaauna a paMKHTe Ha TPH Meceua OT 
JIElJE.liHOTO 3ABE.l(EHHE - B'h3JIOJKHTEJI no pena Ha rnasa XI. 
(6) B crryxaa, se no OTHomeHHe Ha H3II'hJIHHTEJUI aacrsnsr oticroarencraara no '-IJl. 54, arr. 1, 
a '-IJl. 55, an. 1 OT 3aKoHa sa ofinrecraeuare nops-rxa, JIE11EliHOTO 3ABE.l(EHHE- 
B'h3JIO)l(HTEJI HMa npaso na npexpara ezraocrpamro HaCTOSUJUUI norosop, 6e3 nHCMeHo 
npeznrsaecrae H 6e3 JJ,a ,U"bJl)K}l HeyCTOHKH. 

XIII. <l>OPCMAJKOPHH OliCTORTEJICTBA 

11JI. 13 (l) CTPaHM.Te no nacroamas norosop He .U'bIDKaT 06e3m,eTeH11e aa IlOHeCeHH Bpe,UH H 3ary611, 
axo nocnezraare ca npHl.£HHeHH a pesyrrrar Ha nenpeozronaua cana. 
(2) A.Ko CTPaHaTa, KOSJTO e cnensano na H3TI'hJIHH csoe aazrsnxeaae no norosopa e 611na a aafiasa, rn 
He Mo>Ke na ce noaosasa xa nenpeononaxa cana. 
(3) "Henpeonomnra cana" no cssacsna Ha T03H noroaop e aenpezrsaneao 11/HnH aerrpeacrspaneao 
c1>6HTHe OT H3BbHpe.neH xapaxrep, Bb3HHK.Harro cnen CKJIJOt.JBaI-IeTo Ha zrorosopa. 
(4) Crpanara, saceraara OT aenpeonornoaa cana, e .nm>KHa na rrpezmpaesre BCH'IKH .neiicTBHSI c 

rpaacara Ha .no6op CTOilfilIHH, sa na Ha.MaJIH no MllHHMYM IlOHeCeHHTe Bpe,UH H 3ary611, KaKTO li na 
yaenosra Il.HCMeHo zipyrara CTPaHa a 7-.[J.HeBeR cpox OT HaCThITBaHeTO Ha aerrpeononaaara CHJla. ITpH 
neysenoseraaae B nocoseaaa a npenxozraoro 113peqeH11e cpox ce )l'bJI)K}I otieamereaae aa 
aacrr.nanare OT rosa spena. Henpeonomoaara cana ce .UOKa3Ba OT saceraarara crpaaa csc 
cepratpaxar sa cpopCMa>KOp, H3)la,UeH no C"bOTBeTHHSI pen OT KOMilCTCHTHIDI. opraa B zrspzcaaara, B 
KOSITO ca H8CThITHJIH cpopCMa>KOpHMTe o6cTOHTencTBa. --· 
(5) ,UoKaTO rpae HenpeO)lOJIHMaTa cana, H3IlbJll-JeHHeTo Ha 38)l1,JI.>KeHHSJTa H CBbp3 IiZ,�Afc'1�� 

aacpeunra 3a,UbJl)KCHIDI ce cnapa, �� � o 

(6) He rrpencraanssa "nenpeoziomora cnna" cb6HTHe, npaxaueao no aefipe �ae � 

YMHllIJ1eRo .neifCTBHe Ha HJiKOSI OT crpaaare HJI.H TeXHH npe,UCTaBHTCJIH a/ana cnyzc tl ��o l 
00 �"> 
�� 



nenocrara Ha napaxaa cpencrsa Ha H3Il'hJIHHTE.Jlil H JIE11EliHOTO 3ABE.L(EHHE - 
B'h3JIO)KHTEJI. 

XIV. CilOPOBE 

11.ri.14. (1) B1>3HH.KHamne npes apesrerpaeaero Ha noroaopa cnopose H pasuornacaa Me)K,zzy crpaaare 
ce pemasar spes rrperosopa Me)K.rzy rsx. Ilocrnrnarare norosopeaocra ce otpopsorr a ITHCMeHa 
<popMa H ce npeapsmar B aepasnemra sacr OT noroaopa. 
(2) B crrysaa aa aenocraraae Ha noroaopenocr no npezrxonrras 'LLJieH, BCWil<H cnopose, nopozrena OT 
T03H norosop Hm1 oraacaura ce no Hero, BKJTIOtJHTeJIHo cnoposere, noponeaa OT nrra ornacama ce no 
aerosoro ThJIK}'BaHe, aeneacraarenaocr, HeHJII1>JIHeRHe HnH rrpexparasaae me 61,,naT paspernasaaa 
cnopezi 6onrapcKHTe MaTepHaJIHH H npouecyanaa 3aKOHH OT KOMneTeHTHIDI c1,.n no pena Ha rTIK. 

XV. CbOlill(EIDUI 

11JI. 15. (1) BcHtJKR c1,06l]leHIDI Me)K.ny CTpaHHTe, CB1>p3aHH c li3IlbIII-IeHHeTO Ha T03H ,D,OfOBOp ca 
BaJIH.llHH, aKO ca aanpasena B IlJiCMeHa <popMa H ca IlO,D,ITHCaHH OT yn1>JIHOMOl]leHHTe npencraaarerrn 
Ha H3Il'hJIHHTE.Jlil H.JTJi JIE11EliHOTO 3ABE.L(EHHE - Bb3JIO)KHTEJI. 
(2) 3a nara Ha c1,06mea11eTO ce CMSJ:Ta: 
./ narara Ha npenasaaero - npa pb'IHO npenasane Ha csofimenaero; 
./ narara Ha nomeHCKOTO KJ1eHMo Ha ofiparaara pa3ITHCKa - npa aanpamaae no nomara; 
./ ztarara Ha rrpaevanero - npa asnpamane no <paKc mm e-mail. 
(3) 3a nannzma aapeca aa npaexase Ha C'bo6m,eHIDI H 6aHKOBH CMeTKH, caspsaaa c HaCTO.sl.Ul,H.Sl 
ztoroaop ce CMSITaT: 

3A H3Il'hJIHHTE.Jlil: 3A JIE11EliHOTO 3ABE,nEHHE- B'h3JIO)KHTEJI: 
I'p.Cotpxs, rp. Byprac - 8000 
yn.Oxonoepscrea noTN!!l99A Byn. ,,CTe<paH Craafionos" N!! 73 
lnfo.tenders@phoenixpharma.bg ernail:b_apteka@abv.bg 
IBAN BG09UNCR96601030899543 
BIC UNCRBGSF 
Ym1Kpe.D.HT Eyn6aHK M 

(4) Ilpa npoMSII-Ia Ha nocosenas no an. 3 anpec HnH 6aHKOBa cxrerxa CbOTBeTHaTa crpana e .nJib)KHa 
na yae,nOMH npyrara B TpH.D,HeBeH cpox OT npoasaara. 

XVI. WITH YCJIOBIDI 

1ln. 16. (J) Ilpasara 0 aazrsnzcerrasra no aacroauras norosop He MoraT na ce npexsspnar 
e,lll-JOCTpaI-IHO Ha TpeTH rraua H rronotina aKTOBe He nopazcnar npasso .D,eHCTBHe 6e3 ffHCMeHOTO 
csrnacae 1-1a npyrara crpasa, ocsea s crrysaare Ha ofieanesaaaae (rapaarapane) Ha 38.D.'bJI)KeHHJI no 
6a.J-IKOBH Kpe,UHTH. 
(2) 3a aeypenemrre asnpoca a HaCTO.sIII:{RSl norosop ce rrpanara .neikTBal]lOTO 6bnrapCKO 
3aKOI-IO.UaTeJICTBO. 

XVIl.ITO,nll3Il'hJIHHTEJlll 



(2) JIE'lJEliHOTO 3ABE,[J;EHIIE - B1,3JIO)l(HTEJI H3HCKBa 3awrna Ha IIO,[J;H3111,JIHHTEJI, 
KOHTO He OTfOBapJI Ha ycrrOBIDI.Ta IIO arr. I. 
(3) Koraro xacrra OT nopsmcara, KOSITO ce li3Il'hJTIDIBa OT IIO,[J;H3111,JIHHTEJI, MO)Ke na 60,ne 
npenaneaa xaro ornenea o6eKT Ha H3Il1,JIHHTEJUJ HJlli Ha JIE'IEliHOTO 3ABE,[J;EHHE - 
B1,3JIO)l(HTEJI, rrocaenaas sannama s'ssaarpascaeaae aa Ta3H xacr Ha IIO,[J;H3Il1,JIHHTEJUJ. 
( 4) Pasnnamaaaara no arr. 3 ce OC'bJ.neCTBaBaT B'b3 OCHOBa Ha HCKaHe, ornpaseao OT 
IIO,[J;H3II'hJIHIITEIDI no JIE'IEliHOTO 3ABE,[J;EHHE B'h3JIO)l(HTEJI -rpes 
H3Il'hJIHHTEJUI, KOHTO e .UJl'b)KeH na ro rrpenocrasa Ha B'h3JimK1neJIJI a 15-)lHeBeH cpox or 
norrysaaanero M)'. 

(5) KoM 11cKaHeTo no arr. 3 H3111,JIHHTEJUJT npenocrasa CTaHOBHJ.ne, OT KOeTO .ua e BH.URO narra 
ocnopsa nnamaaasra 11J1H sacr OT rax xaro He.U1>IDKHMH. 
(6) JIE'IEliHOTO 3ABE,[J;EHHE - B'h3JIO)l(HTEJI HMa npaso )la OTKa)Ke nnainaae no arr. 3, 
xoraro HCKaHeTO aa nnamaae e ocrropeao, no MOMeHTa Ha OTCTPa.FIJrBaHe Ha npasanara aa OTKa3a. 
(7) He3aaHCHMO OT H3IlOJI3BaHeTo Ha IIO.l(l13IIbJ1HHTEJU1 orrosopaocrra aa asrrsnaeaae Ha 
noroaopa e Ha H3Il'hJIHUTEJUI. 

XVIII. 3AKJII01.£HTEJIHH P A3IIOPE,[J;lill 

(Kpacavap HHK' 
- fl'bJIH OM 01.llHKK) 

(A. Bnciaapoaa - rn. 
cxeroaoznrren) 

JIEllEliHO 3ABE,[J;EHHE - B'h3JIO)l(HTEJI: 

(.n: - p 6. M[,{J)a3'IllHCKR - 
J13n. napexrop) 

11n. 18. (1) 11pH cscrasaaero Ha HaCTOHlJUUi noroaop ce npencrasaxa cnezraare noxyveirru: 
./ ,lJ;OK)'MeHTH no C!JI. 112 OT 3011; 
./ ,lJ;eKnapa�IDI no 'CJJI. 55, arr. 6 OT 3JillXM (xoraro e npanosooao); 
./ rapaHIUU1 aa H3ITbrrHeHHe; 
./ Texnasecxo 0 Ileaoso npezrnozceaae, Hepa3.UeJIBa sacr OT norosopa; 
./ ,lJ;eKJiap�HH no 3MHII. 
(2) HaCTO.Sfl]UUIT norosop ce Cl,CTaBH B TPR ezmoofipaaaa exsexmnapa Ha 6bJir 
H3II'hJIHHTEJUI 1t1 )U3a aa JIElJENHOTO 3ABE,[J;EHHE - B'h3Jl0)1(HTE 

Csrnacyaan: 

(M. IleTKOBa - rrr. 
lOpHCKOHCYJIT) 

Чл.36а ЗОПЧл.36а ЗОП
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