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i^""'"rp"r?,
,,@bOHtr4KC lDapva" EOOI, ::_-."I1rrrrrc 14 ilqpec Ha y. paBneHHe: rp.CoSnr, y.ir_"uKo'oBpr'c'e' nrr" "Nr 1g9A, Er.K 20328362.1, n!!.1.ruu"'r"ur io or BecenuH KyHe' 'Kpacuullp HaKo,raer-ns-rrroMotqHHuH. HapfiqaHo nn-oorry 3a Kpatl rcr,,II3II,bJIHHTI'J|,, O.r-'ip-\ ril f Ipa[d.

Ha ocHoBarrHe q_n. 112 or. 3axoHa :a odrqecttcuure lopr,vru (3C)Br,rpeueH KoHKypeHTeH u:6op/4onr,-lrreua odlepra .,o purr.uro 
"I l0/ 01,03.2021 roa. ce cKnroqu Eacro.fiula.s .qor.oBop :ra cnerrroro:

t. uir4urr u cpox H.rr AoroBop
{,r. t (l) ,'IEIIEEHO 3ABEAEHIIE _ I}b3J,IOXI,ITE,[ g.s:]rara
3itA1'"rlxaBa !a II3B6prrII4 .{OCTaBKa Ha cJrenHuTe "rreKapcrBeH}r rpoayK,

06oco6eHa norruo" .\!
Atrat olro-
TepaIIeB'r'rrqeH KOA
/ATC-noq/

Mexaynapoano
HEIIATEHTHO

HauuerrosaHue /INN/

Haqulr tti
rlp||.toxeHlre

R03AC02 Salbutamol BHXanaToPHa
301EDsl Pilocqrplnor Timolol El/|tPeanHa teqHa
v03AB15 Naloxonc napet{Ye'panHa
v07AB00 Water lor injection arapeHrejoanHa

), BrB Bp.r,3Ka c [poBr]JeH
ppa:yuenrue J\i pA I l_

,a I{3tIb"IHItTB"tUItt ce
tl:

e crpaHr.r.a e cr,c cpoK jtl)

rO AOIOBOPA

te sa Il3I llb"llflHTE.,'Itt,

Xc,B(a H lpaHcnopT ,llc,

rCpOK Ha TOAHOCT }le n(r-
)ayr(TH finH He lo-Xparbr{:
tuonogo6lure flpojlyKrlr,

1.4.,21

(2) loloooprr BJIu3a B cH"rra or Aarara Ha non[HcBaHero \ry or ABe
3l.12.2021 r.

II, IIEHII II OBUIA CTOIZHOCT HA AOII]TABKUTE i

r{1. 2, (f) I {euara Ha croxuTe uo. .l e clrJtacrro ueHoBo npcnJroxcl
Hepa ]-le.IHa qac'f OI r'I'JroBopa.
(2) I{euara BKJrIoqBa crofigocrra Ha cror(ara, onilKoBKa, 3acrp
IETIEEIIOTO 3AIIEAEHIIE - BL3JIOXUTE,I npu MHHnMare
KparlK or 1O oh ot o6qserlrc or npolr3B()iHTe-n, ," nani:pa, o.nrr.r.a lr1
or. 20 "/o or o6seeHun oT npolt3Bo.tHt.e,ra :a duonpc,,l,KrfiT.e a,.ui
N{uuuMa-rtHurlr cpori lta rorHogr ce onperenr{ K.bNr J:r,far.a rra Bcrr{a
nPo.qYKr.

(3) Obruara croiigocr na ,qocraBrrJre no jtoroBolla e ,1o JtqcrfipucroruH ceAe tAecer u rrerupfi rcsa l2ll cro,rIIHKI{ ) JreBi

l{o.quqect}rD

6et



4169.05( rleruplt xrrlrnan cro [rec]aecer ,,aca.rr ,rel.V.{\-, 
'rv ullrA.ocr;r u AeB'er JIeBa /05/ :foruHxu ) JreBa c BKr.rrr)lr {

(4) IJeuara uo 'qoroBopa e 1pr'rrcupaua, He no!-qexa Ha rpoMrH r 3a cpoKa Ha ,,ei.ic r.slr,i rra.qorotsopa, ocBeH B cJ'ryqafire na I l6 or 3OI].
(5) B c.nyvaii, qe [pe3 BpeMero Ha.qeiicrBrie Ha cr,ortsergr4, ;tofoB( tcroiuoc.:ra, Koqlo c.rrr:.]Ba!a ce 3anrraqa c nr,6luqun 

:p:AcTBa 
Ha JteKapcTBerrH npojiytffH :r flo3r_tTuBHr.t, J1exapc,t.ueHcuncbr craHe no-Hllcxa or AofoBopeltara, ,teqe6ric,.ro 3a

3arr-rraqa nexapcrBerrare npoalrcrri Ha,o_HrcKara crro""J:[;l; 
- 

,Br'3'rrox.Lrre.rr 
6er1,c,rc".

- Aarara Ha Bnlr3aHe B cuJra Ha peueHliero ua flaqlrt la.JrHlls c.bBer no LleH.a Ilpeltv6ypcupalre Ha neKapcrBeHrrre npo.qyKrn ( HCUITIn)i- aa'[ara Ha aKTyan'3a'rIrra na fro:u'rnn,q i]cKapc.r.Berr cr dc.b* ,o pr:1a Ha vr. 5i,, a-.r.I or Hapea6ara 3a ycnotsulra, rrpaBunara u pe,ra 3a llefy,li4paHe n eracrpupuLHe Ha qerrHT.(: lra,qeriapcrtseHHre npoayKru (I{y|Ipp"Un|I) ,i ,.nupi,l""rrnrc npol] x.l.q c Han{iureHa cf orHoc.r3a oraKoBKa, n3rrlcneHa ua 6aaa perfepeHrua croiiuoc,r.
B crry'ralrre no nperxo,qnoro r.r3peqeHrie, c'roiHocr-ra ce r xpsAe' r:bM MoMerr' HatocraBxara (nolnucBaHe Ha nplreMo-npeAaBareJreH rt]to.roro,T.].

III. y"CJIOBI4fi LI HAqLIH jHA IIJAIUA

{;r. 3 (f ) fllarqauero flo Hacror{qlu, AoroBop ce ocbuec.rtsrtsa qpe
Ha ,IIEHE6-HO 3ABEAEHI{E _ Bb3nO}ftLITEI n-o-nu.o".nu,,
cMc I Ka rra n3[l,JlHI{TEIfl.
(2) 3au.,rarqaHero Ha cror{r.rre no AoroBopa ce rr3Bbpntsa orroxeHo r

IE

6arixot n perog or crpaoa
t e.l,r. 15, al.3 6anr;ona

cpon 4o 60,/uecrrece.rut,'
JEII, CNCA NPEICTABqHC HA CJ]CAHHTC AOKYMEHTII:L locranna Saxrypa, clcraBeHu aur"uano r.r3HCr{ laH}.r.lt [a

2. Ilpr.relr are,ruo -npe4aBarenuu rpo r oxox u :
(3) ts c;ryuari, qe nocoqeHaTe a v.r. 3, a-rr. 2 ,toxyyerr1u c 1repeaoBH1 fiJr11 He caKo\{r,'reKroBaHu, c'urrre ce Bplruar ua Ir3IIb"rIHUTEJI.fl c np, 

"uranro 
_ rrpeAaBa.re.i..s:rnporo*on 3a r.r3npaBflHe Ha HepeA'ocrnre. Cpoxr,r no u1.3, m.2.ia: oqBa aa r.qe L, gururu,ru

npe.lcTaBrHeTO Ha rroc.rreaHr.lt n3ltcrryeM ce AoxyNteHT.
(4) flpu rfaxrypupaue Ha 3arBeulre KolruqecrBa rej(apc.r.BeHg np( Iyrrn, no Bcrxa o.rAerjrra
3aqBKa, ueuar.a Ha olaxoBKa He creaBa Ia HalBuuraBa olTpeAeneHara l llo:llrnnHru nerapcrn(:tI
crr{c1'K- flpU;roxeHue J\! 2, petfgpeurua croiiuocr .:ra ora(oBKa: r CrborBerrrg.{ .leKaps.rts.]l
lpollyKT. B cryrai Ha r.r3rr'crgBa]{e sa croiluocr ,,r]-BHcoKa or p $epeHrHara croEsocr rrl
o[aKoBKa 3a c60TBerHUq ne*apcrBex npoa]'KT, CtcfiHos'ra ce ar\{a,'urBa r 3arr,larua J,ocronHocrra Ha onaKoBKa olrpeAetroHa B [Io:Htl.tsHns ,,I,:xapcrBerr cnl{ bK_ flpll,loxeulre N:2.

IV. CPOK HA AOCI"{B'HE
rl"r. .l (1) JIU,TIEEHOTO 3ABD,AEHLIE _ I}b3JIO)|{}ITEJI :i .laana aec,6xogr.rvrlr e r,r1,
Kor'ruqec'rBa c [ncMeHa 3MBKa .qo l{3IlbJ'IHIiTEJ[fl. 3zuBxara r.p BprqBa Jrr.rrrHo cpelu),nolruc rra rI3rIbr'IHI'{TE Jlfl, tt:r,' }'nr,nrtoMorrleHo o r Hero n r ue lr,r' ce H3npaqer c
Ilpe[opbqaHo nr{cMo c o6parua paXnucra, no $axc u:rr] no eJrer.rpoH€ ,rnT,r.
(2) Bcrxa o'r'aeJHa aocraBKa, cneaBa r'Ia 61.{e rocraneHa u.pn* q,, 7 xa,reu4apuu aHu cJrrr(
nonvqaBaue Ha 3tutBxara or "IIEr{EBHOTO 3A[] EAEHI{E _ Bb3JIO 3L'L
KoruqecrBara H orraKoBKHTe (cao6pa:Ho xoHKperrrHt.e J,re(apcrBeH,i rrpoA)/KTH,

ua 3l trcl ll llfl31rl,{c:

TexHr-rqec(ero npeAxo)KeHue Ha Lt3l6nHut.enr), ToqHo orrpeAeneHr{ e:iusKa.ra. ll,
npaB' LpBa aocraBKa or .qa.aeHa llaprt'IAa Ha JleKapcrBeu [poryKT, ; ) fipeacrad;i

t,



3it ocBo6oxraBaHe Ha [apraAarE 
l:laA"n or KBaJrl.IOxrIr4paHO Jlr.tq: no 3llIIXM Ha eJrexrpoH.erJHocIlTeJ'] U.q}I II0 enel(TpoHeH IIT)T HA ,nanrpor,"urJ rjollla, fiocoqeHa Karo 4lpe c aaIiopecrloH'leHq'r, npfilpyxe' c [peBoa Ha 6r,lrapcxrr e3rr(.or { r pva, cx.rrrovara roi.or}r)Fr cLVr li H Licr epcrBo r{a BT,rrrrHrre pa6oru :a r.r3B}prxBaHe ,ra o6uua ;"" 

,;;;;n;. .i{ft"p..u,r.,..

IOXyMeHTH C0 [peACTaBtT 
^B 

C!0TBeTHOTO ,rano, onpaoa"auo r ,reqe6soro 3aBeaeHr.ic _
:ff|lffi;rli:.il#:.1Y".aocr*'.u uu n"nup"'"!'i" npoa (ru or cb.,.ara rraprj,tira,

(3) B c'ryuaii na Heo6xo.{ur,rocr or crrerrHa AocraBKa, JrErrE iHoro 3ABEAEHITI -B'b3iiIoxI'{TE'rI nocoqna rr3pr{qHo B 3arrB*ara, ue e reo6xo4urro, a 6rge ,3'r,prneHa ulrerl'ra,]ocraBxa. B ro:u clyvafi, Aocr.aB(ara cneABa Ia 6r,ge u:ni3iuB(ara H 3a Korrr4qecrB"r,,;-";;;;;;"1"7j:.::::.1:':lprxeHa; p 6 '{aca or norvqaBalr(: Ha

f:.:-lTi B fexHr{rrec*oro ";"J;::",:Tfilfifr:ll"},"iJffiT ;";ff:ff,T.,H"lljlj",,",(4) I{3IIbIHLITEJI.IT ce 3r
21o r vac, B cr'rvqaure 

'" ; i:*ia"";!il#:,1#i"J:: ill;,.l ',iilLT,1"ffi T;j,,:;';,;;no $arc "IEr{EBHOTO 3ABEAEfftf f _ nf,SIO,i(Jiiill B c,ry.j lii qe He Morre r\a H3rjbp1,trrj:."ff.HH;ffi:j], * rre N{oxe r:ra cra3H cpot(r.r. 3a H3B,LpuBa ie Ha rocraBKara, npetr0rer.

(5) Kr,r,r larara ga Bc.[Ka .qoc.r.aBxa, ocrar6qHar.r cpoK ua Iornocr Hic,,'rerBa.fa 6l4e He no_ua,nr,x or 40 %o trerupullecer Ha crlo/ or o6g(6) Kru rtarara Ha Bcrxa
6uonoao6eH npooy*,,-.n"i" J:#:;: ;i #Jffi ,,?![ ;: ;:ioT Dpor.i3Bo.aHTeI.S.

(7) 3a no-lu.recrBa Aoc.raBeHr lr3BbH 3arrBKara no q,r. 4, a,r.l, JIETIFB-b3TTOXLITEJI Hrua :4qnrxeHue 3a unaulaHe.
(8) B c,r1-uaure no .n. 10, a_r. 7 or gorouopa, cpoKbt. no a,r. 2 u 3 sar
mrcrreHo'r'o crrracue sa "rIErlE6HOTO 3ABEAEHHB _ BIT3JIO)l

v. MtcTo TTAAOCTABqHE

tIJr. 5. (1) 3a \lqcto Ha noct.aBrl{e Ha croKHTe rro ro3H :loroBop ce onlrp.Kararr,ux , y,r. ,rCrapolaropcKa ,, ,ye 16 , Eo,,tHuvua au.r.era

t3l"_Il:lll or cryuaiuor.o norr.rBaHe r{J,rn noBpexlaHe Ha cr
JIETIEEHOTO 3ABEAEHITE - BL3I'IOIKUTEJI',.; lloMeHri
]\,I,f,C]'OTO HA i]OCTAB-gHE C IlPI4CTTATCJIHO-IIPCAABATCNCH IlPOTOKOJ].

VI. AATA HA AOCTAB,SHE HA C'I'OKII'

aocTaBtHe ce cqltTa naTaTa, rra KorTo c.loKHTe
l, npu yc:ronurra ua v,r. 9, a,r. 2.

VII . 3Mb"'DI{EHII'I HA I,T3III,JIHI{TEJ

.IexapcrBeHllTe npo.Iy.K,f H,
reHlu oT rIpoI{3BOAu r.eJt,
pc'r' Ha 6uonpolynr llnu
pcer na c:r'ol or o6sgerrurl
l

FHoro 3ABEABrrr{rd --

pqBa aa Telqe oT IaTaTa Hi:L

[ITEJI.

g.leJ'I'l cIejlllufi alpec:

tKr.rTe np€.\,IIIHaBa Bbp)()r
Ha IpEeMaIIeTO flt\{ Ba

iB

aocTaBeHU IO atrpe,la
{,r, 6, 3a rara Ha
locoqeH o .r,r. 5, au.

ca

I

fl
rt,r. 7. lI3tlb"lIHI4 TErt.gT ce 3aA6rxaBa: 

it 
#l::1,::,::Knre B aoroBopeHu' cpoK u.qa r.u npeA,rAe Ha JIEII lBHo:to ]ABEAEHI,ITI.

- Bb3J'IOXI{TEII.
/. Aa rrpel]a'qe cToKUTe! naKgTUpaHI4 H NtapKHpaHr] B ctorBerHr.rrr BH,
Ha Nlr{cIoTo Ha !ocTaBSHe.



l:,.!1 l-"',,,.oaHe ro Ha l(rroBopa.fa tpe{craBH:
dr roK\Mculu no ,lr. Il2. ar. I or 3O[.
o) rapanur.rr 3arr3nBnHegfie, B erHa o.r $opuare, orrpereneHrr B qn.
Ha Balrri. Hocr 60 IHu clea Hgrlrqane .po"u nu 4orouopu,-*o"ro a,
AHII cner u3lblrHeur.ie Ha roroBopa, B c,ryuafi, 

". 
,-i4"o._u n,nofoBopa,ta 6r,ae H3rr6rrr{en, It3tIbJ'IHHTB,lLfl.f ce :ra;lT,,,tN

B.LrruIHoCr Ha fapaHur.trTa c TolrKoBa AHI4, TaKa qe fapaHrll{rra IaIJ3nbJIHer{ue Ha AoroBopa nnrcc 60 Auu. Iapauquq.r.u a * porr"p
tofoBopa 6er !{C u Bb3Jrr!3a nt 104,,23 / Crou uewpu ;ieza /1(4) Aa :tocraeq ,[eKapcrBeHu [poayKr]r, *o"ro orr.uuip", 

"u ",rexapclBeHure npoAlxru B x),,l,raHtrara Me,urquHa (3jI[XM) _
llllemeHrie :a ynorpe6a B crpaHara, u3.(aAeHo no peita Ha 3IIIX
72.61 2004 r.. na Enponeicxu, napJraMenr u Clsera lqrr. 23, a,r.l ua !(5) lla :oerars JreKapc.rBeHu npoayKrx, Kouro ca BK:rroqelru
I l('rr{TMBHtit neKapc IBeH cItic]K.

I 1, arr. 5 r.r.r.3OII, c6c cpirr(
B cpol( .!,o (i0

fapaHul{rTa n3Tuqa n pellu
/14 y.it'bJr)rot cpoKa Ha
uBa oqa(BaHl{r Cpo,i ua
3 ol) ot cToiiHoc.rTa Ha

crolgHnr hega.
cKBaHrtqra ua 3axosa :ra
,lit npH'lc)fia3a'r BaIH/Il jro

g u.rru Per':raueur (EO) J0
IlrxN4/.
! llpu:roxieHue J\b 2 u.a

BTr3"IOXlIl'Ei'I

)

faBa:

llu Ilo Buj{, Ko,ruqecTBcr rr

;

pBop.
pauqulra 3a H3rrbJlreru.te,

lcToqnr.r y llero.

(6) I3 cLrl'uafi. qe ce npaBH rrapBa AocragKa rro AaAeHa rlap.ru.la I I ner\apcrleH npoA]-KT, ,tanpe'lcraBr ('epru$uxar:a ocgoS0xaasaH. Ha raprriaala, r43Aa-qeH ( I KBani.r0uil'palro rrHr'o rro3JInxM Ha ereKTpoHeH Hocrrret IrJr, no eJTeKTpoHeri rr,T Ha cJ,rer 
rr)oHHa.r.a . roura, nocolrarraI(alo aapec 3a KopecnoHAeHrtu!, npr'rapyxeH c npeBor ua 6r':rrapcxlt paax or rlirrpr"ra, cK:rroqr-raaoroBop c N4uuncrepcro' Ha BrHrl*rnre pa6oru :a 

"ruup,u"un. 
nu ; i,;;# 6;;;;

VIII. 3MbTXEHIIfl HA JIEqEBHOTO 3AI}EAEHI{E

H,'r..8. "rIE{EIiHOTO 3ABIaAEHIIE - BL3r'IOXI4TEJI sc 3an6.r:l. ,Ja npuelle .qocraBenure B cpoK I.l Ha M.f,cro cro(u, cr,orB€rc.rBa
KaqecTBo Ha oIIHCaHoTo B HaCTOrIqlt, IofoBoD.
2. fla:an.rarrl jlocraBeHr4Te croKfi no pauu nu un. 3 or Hacrostul.rq ao
3. C.leg lpur-uroqBaHe H3rr6lrHer{}Iero Ha AofoBopa !a ocso6oJu ri
6er ta !r,"rxrr naxBu 3a cpo(a, npe3 xon.lo cperc.rBara 3aKoHHo ca np

l

IX. ilPI,IEMAHE I,I TIPEAABAHE HA CTO] F,ITE
Ill,r. 9. (1) Ilprevauero Ha cloKure ce u3B6prxBa Ha Mqcroro Ha no hassue locoueuo n ur. 5,

a'r. t. 
!

(2) II3IITTJIHI{TEr'IflT ,Jrr yrlbnHor\{oqeH or Hero llpeilc'aBr re.q u npeacraB}rrer Hir
-;IE.IBEHOTO 3ABEAEH|{E - Bb3noxlrrE,rl no4'ucnar n ueMarer'o-rpe.qaBarer,il:r
ItpoToKon. yaocToBeprBaul noJryqaBaHe t.o Ha cToKaTe.

x. KATTECTBO, |APAHUI{I{ U CPOK HA fO,

{"r. 10. (1) C'roxure, npe,xl{er Ha Hac.ro{qu, ,1oroBop, cneIBa Aa o:
Ha qrr. 7, an, 4 u 5.
(2) Iiru aarara Ha locraBKata, ocrar-brjHHrr cpoK Ha lojlHoor Ha
cxeilla Ia 6r,,te se no-va,rr,n or 40 % /uerupligecer ua cro/ or o6.qne
(3) B c"nwaii Ha aocraBxa Ha JreKapcrBeHxr rrpo.{yxr c no - xparll
fo/'IllocT, jtT,JXr,rMara ueycroira ga 6r,lle npoMeHeIIa, KaK'ro cJ,reIBa:

o r 39,99% ao 30% - 3 % ar,pxy clofiuocrra Ha AocraBrl

lla lr3HcKBaHrjrl a.



(5) B c;ryuaii Ha AocraBxa ua 6uonpo,lyrcr/6uonoro6es poAyKr c ncpoK Ha lo,1Hocr, ArJT)trrMara Heycrofixa e xaKTo c;renBa:
or 19,999/o go l0% _ 2 ozo or,pxy erorlsocrLa Ha.locrar
or 9,99Yo lo 5 yo _ 4 o/o Bt pxy cr.ofiHocrra Ha Aoc.r.aBKno( 5vo - 6 ?ir alpxy cToiirrocTTa Ha locraBKaTa.(6) jIE[IEEHOTO 3ABEAEHICE - Bb3,rlofrUrli] ,o*" ,CTOXHTe, al.(o B AeH' Ha Trxil

N{ a- r,,K o r on pcnere'nq 
" ",,. 

"ffi, :::' ;ll, l.l:*"ilT,T,'J::';'# ili(7) /locraBKara na nexapc.rBeH npo.qyxT c ocrarlqeH cpox ua roAHlor o6ggenHr{ or rrpou3BoaH.r,elr u ua SNonpolyxr/ouorrogo6eu trpcloaHocr no-\riurbx or 5 tra cto ot o6qseHus or IIpo[3BoAr.ITc- ts 09.
cbr"rracHe Ha JIE9EBHOTO 3ABEAEHUE _ IiL3,'IO}Kfi.rEI :

olrpe.qeireHo or Hero. 6e: u:ptrvuo rricMe'o cr,rJlacn,e na ,lIEr{E]llb3r'IO){{I,tTB,lI croxure HrMa Aa O!,ltar 3anrrarrlaHr.r.
(8) I,lcxarrero 3a nucMeHo cbr:racle, B cryrratrre Ha ilt. 7, clre,[Ba, a3ABE/IEHI{E - tsT,3JTO}KII'IEJI n cpox ao l--ie,ruH; p3661s
3turBXaTa.

(9) B c-rrvuarrr.e Ha crerrrHr.i AocraBKH nocoqeHr{Te s ar. 3 u a,r. 5 sevc

XI, OTfOBOPHOCT 3.A HETOqHO I{3TIT,JIHEHICE,

Y,T. 1I, (I) JIEqEEHOTO 3ABETEHI,IE _ BT,3JIOXHTI
pe K.r aNr a rlpr r.t rpea I{3fITIJ'IHHTEJUI :a:
a) (ojluqecrBo H HeKoMrreKTHocr IIa croxr.tre ujru texHHqec(i
IreAocrat"I,Ilu):
5) ra.recrno (cxpuru He.{ocrartrtr{):
- npH AocTaBgHe Ha CTOKI.I He OT IOrOBOpeHllr nnr1, nocoveH a u.t. l;
- npfi KoHcrafr.tpaHe ua geQexru npu ynorpe6a Ha croKure,
(2) Percralrauuu 3a.nBHH Henocrartqr{ Ha croxure ce npaB.sr or,fIELI
- B'bIIJTOXI{TE,II, o rrorleura Ha npelltBaHcro HM, 3a Koero ce cbc
li o'r IBeTe CTpaHn.
(3) Pexrrarrraullt 3a cxpul.r HeAocrarbl-tlr ce rpaBrr rpe3 rlenr
IOCTaBeHHTe CTOKt4! XaTO pero'raMauHsTa ce fipu,lpyxaBa 3aa],n)
npoloKo.r, r.r3laaeH or I4srr,Jxrure rara afeHu[s 3a ne(apcrBara.
(4) j'IEqEFHOTO 3ABEAEHIIE - BL3J'IOXIITfJ'I e trrbxr
Ii3IIbJ'IHII'I'EJLS ra ycrauoeeHure ;lcsexru a 5 (Iler) rtHetseH cpoK
(5) I) pex;ralrar lurlre ce nocorrBa Hoilreprr Ha JoroBopa! .roqHoro K(
oToKH C lCXI{hq napTH.iIeH HOMep, OCHOBaHUeTO 3a peKjraMarlri, u
JTEqEEHOTO 3ABEAEHIIE _ BT,3JIOXIITEI.
(6) ts 5 {ner) .[HeBeH cpox or nonyqaBarre Ha peKnavaqurra, I{3tIt
olroBopn na "TIEHEEHOTO 3ABEAEHIIE _ BT,3J,IOXUI.E,TI nu
npHet!{a peKnaMaulitTa Hnu ,{ oTxBSDIq.

- KpaTbK or iJoroBopeltHq

oIKaxe [p]ieMaHeTo ua
cpoK Hit folrrocf e nt _

jlrrocT.

lro-MarrbK or l0 sa <:r,:
c ocTalGqeH Cl)Ofi a

plxBa caMo c nEcMeFIo
i KOHI(peTH(| KOJIUrtecl]1c..

HOTO 3ABEAEHI{I0 __

s IETIEEIIOl'()
,{e! C,1' IOJIyT{aBaHe LIil

KI{ He Ce IlpH,'Iaf aT.

EKr'IAI{,\IIHII

N{O)I\e Ia l]peatBtiser

AoI('Y'Mr.llflallut (t[ IItj

HO'TO 3ABE,IIEHIIE
IIJ)o t CrI(Ojt, rrollluc:alI

cpoK Ha fojlHocT lla
JI}IC, O"I' KOHCTATUI](.II

AA Ir'BCIOMU III4CMCT O

pT KOHOTa1 HpaHeTo rlM.

[UrlecTBo lta o"lyrjeHll: e



(7) flpu pex'ravarl'.s 3a cBHr'r HeAocralau' I{3II'J.HL{TE Jwr e1 rbxeH B ctr,or( or 2 pa6.:rriuIHH 0T nojl).gaBaHe Ha peMaMauutTa 3a cBo, ct\{eTKa H pxcx I a aocTaBl.t Ha turc.roTc) Ha
IocraBqHe r{o_'tuqecrBoro Jt ncBalulr g.qocranxara / HexoulLrextHu, oroBopeHH c.roKu.(8) flpu pcr{rraMauHr 3a cKpu rr{ rreAocrarbrlr.i, n c,r1'vaii .'e [I3 rrr,rfiur.E.rltr e npren
pefinaMaulrtra. cbIIII{tr e .qnbxer[ B 10 (aecer) nHeBerr cpoK or r orvqaBaHero fi ga rane:rru
JOC raBeHr'rrc HeaofoBopeHl.r no srira / reQexrrru cro(u 3a cBoq cMer a H pr.IcK 

'r,'fi 
no npeqe '(ana -tIEHEIiHoro 3ABEAEHIIE - Bb3no]rfl,ITEr'I Aa 86r He c.bo.rr]cr'ara qacr or

3AIIJ]ATCHATA UCHA, BEAHO C I(bJIXXMHTE JHXBH.
(9) l1:6oprr ra [ocoqeHrrre rrp-rope Bb3Moxrrocr' aa ce Br He cborBcrHara qacr orIlJlareHoro I'lrH Ia ce ltocraB.f,T HOBII cronH npr.rHannexH na,ilFl,HI 6HOTO 3ABEAEI.{I4II ._,

-B-1'_1I9TT_E,rI 
u ce ynpaxHrrBa or rrero ror Qopnara ua . HcMerro yBeAoIlneHHc lliJg:Il{ryI!,ll-[, xaro palxo.u[rre H p]rcKoBere rro Hotsoro ac rraBqHe ca ra oMerKa HaI{3nbltHIlTBJtt.

1_t_0)^ 9lqy.., npelrrer Ha peKnaNrauur{ ce cbxpaHrBar or ,rrErIE ;Horo 3ABE{EHajE .-
Bb3-,IO)KI,ITEJI go 1'pexgaue Ha pelirraMaqrlHre.

xII. OTIOIBOPHOCT I]pI{ HEtr3IIb"rrrIE III4E

rlr. 12. (1) 'la ueq:nl,rHeuse Ha Baalnxerrun.a cH no Hacrorolu, loaouo,, a r.r3r(,rroqeHue lril
r e3n no qr. I 0, a,r. 2 u an. 4, H3rIb,rIHI{TEJT.flT 4's,xu ueycrori*r lu p*r"p rra 0.5 % rra ,qerr
B',pxv crourroc'ma Ha xoHKperHara 3zurBKa, Ho He rroBerre or 1(lgu (qeucr npoqeu-ra) crr
c'loiiHocma Ha KoHKperHara 3turBKa, KilKTo u o6erurereure ra np, frt pne*trte /lciicrBfireJsrr
Bpe!}1 B C-lyqafiTe, r(ofaro re HarxiBrp".lr'r AofoBopeHara Heycr0i;ixa. p c,ryuarrft. no .rr. 4, a,r. .3,
Iloco'IeHara B rlpetrxoAHoro u3peqeHxe neycroiira B pa:|Mep rra 0.5 po ce llaqrLcJrrrBa 3a Bc,j(rr
qac npocporrue, rro He rroBeqe or l0 ,Zo (gecer rrpoqeHra) or. cr liiHocrra lla KoHKperrru t.il
:liuBKa. Kautro u o6etrl]ereHlte 3a npertpneHr.rTe ;leiicrnurelug upe fu n c:ryrril4re, noauro ,t..-

IraJXBLpnrr rtofoBopeHara He)/crojftKa. i

(2) Koraro nplr Harrrlrue Ha peKniNauuH, I,I3tlbrlltcllE,rlflT' He , pnrnn, 3ajrbrrxeHfi.rra cu
tto pa3Ae.r Xi oT uacrorulxr ,toroBop B cpoK, cbutr.lr{l. A1 fxu rra J'IITIBEHO'I'C)
3ABEAEHI'IE- BI'3J'IOIKLTEJI Hel cloirxa B pa3rlrep sa2'lo ot u< pata n,. cr.oxHre, 3a Korilr{)
ca HanpaBeHlr pe(nat\{aqxH'fe. 

I

(3) "IEqEBHOTO 3ABEI{EHIilE - BI,3JIOX{I{TEJI yao"ne popr"a rpereHuHure cri
otHocHo Hell3lll,'lHer{uero Ha AofoBopa, KaKTo Il 3a 3arrnarqaHe Ha, FycroiitflI e (,I crpaHa rlil
I{3IbIHIITEJIJI xaro 3a!6pxa fapaHqrcra 3a u3lbrHeHuc no '[, 7. a,1. :i, 6yxsa.,6" or
;lofoBopa. KaTo npeanpuer\{a Aei4cxtButl:a seEuoro ycBotrBarre, B , pyuafi, qe clol".rHocrra rril
IapaHIrHsra ia ll3nljlHeHr.re He [oKpur]a BcurrKrl Abn](uMu or lI ]tl , i"llHtrl TEJIT neycroir:r.t,
JEqEEHO'IO 3ABEAEHI{E - Bb3nOXl{TE,rI rpuxnarqa gr,.nn:ivHre cyr\rH or Hacpe rr-rrr
I rrraruaHHq xru I{3fIb"tIHI[T'FJIA.
(4) Ilpu rprl nT,rH tsHrroBHa sa6aea Ha tI3IIT'J'IIIltTE"flfI, I rpAr,:rxnJra c rroBeqe ()'r
IlojroBl4HaTa oT cpoKa 3a H3nT,JIHelIHe H:t cBoTBeTHOIO 3a,(:[,JIX(elIIte, . I paMx:r'l e Ha tpu ]\tecetlit
JETIEEHO'|O 3ABEAEHI,IE - Bb3r'IOXIITE"II nva nparc l4a rpeKpalu ror.oBrtr'ii
eAHOCTpaHHO C l)-.qHeBHO npeAn3ltecrHe.
(5) nEqEFltOTO 3AB[,trEHHIi - Bb3r'IOX[t I'E,rI rrua rpaBo A I trlpcxpaln eAnocrp.rrruo rI
6e: ttpe.qurnecrue Hacro.sulur aoroBop n cryuaii Ha cHc rc\rHo r r froqHo ir rrrnlrgElle F:il

it.rr. I, u .{.{. 55, .ur. I or 3axosa 3a o6rqecrteur.rre nopbqKr.r, JIEqli 
PHOT



Blr3rlOXU'l'EJI tnra npato Aa npexparx e.qHoctparrHo Hac.forrnpe,lri3Becrue r 6e: ga gr,,rrra rieycroiirru.

XIII. @OPCMAXOPHI{ OECTO.STEJIC

9l' 
_13 

(l) ClpaHr.n e no rracrosgtu, .{ofoBop He rt1.rr)11ar obe:rr1er:ary6ll, aro [ocJrelrru].e ca r
(2) A xo .,p u*,;,; ;;;;; -; ##JJ :ffiffi ; "#:r,"#:,#y;
:a6asa. rq rre t\{oxe /Ia ce no3otsaBil Ha HelpeoloJtuMa cnra.(3) "Henpeorro,rlMa cll_]a" no, 

""u"rnu ,ru 
-.*n .- 

,ula,uupHenpeAorBparHMo cs6urue
.loroBopa. 

or ll3B'llpereH xapa(Iep' B63'l,-lI{Ha'

(4) CrpaHara, 3acerHara or Henpeojlo..rr4Ma cara, e ;tJrT,xHa .qa trpea]fpllxara Ha fo6T,p cronaH{H, 3a Aa HaManfi Ao TTHHHMyM loHeceHrrlra ytserloMri rDicMerro rpyrara crpaHa B 7-21ueneH 
"po* 

or. Hacrr,nBcura. I Ipu HeyBeIoMsBaHe B tflocosena, B npcAxoAHoro l.r31o6e:uleTenlre 3a HacrarrlrJrlrre oT ToBa BpeAr.r. Henpeo;lojrlrlrara clla
crpaHa c6c cep'ruQuxar :a Qopcuaxop, t13!aleH no CbOTBeTH , pel
,{bpx(alara, ts xocro ca Hacrr,rruJrr.r $opcvaNopHHre o6croqrercrsa.
(5) l{oraro lpae Henpeo.qoJr[Mara cHra, rz3rr.bnHeHr.rero Ha 3a/1.6r)xe
Hacpeu{HH 3aIl,"txeHr.ls ce cnuDa.
(6) l{e npeacran,rrna "Herpeoaorl4\ra cfina'. cl6nrnc. [pr4qHHelro
yMIr[!,rleHo AetcTBI.re Ha HtKOt OT CTpaHIlTe uIH TeXHII ,rp"21"ruorrr"n

:_j:,1.:1y,11 rra rlapuqr{x cpeacrB€r Ha I{3IIT,JIHHTE"rIfl u ,qErIE.
Bb ]JO}ITIT'IEJ'I,

XIV. CTOPOBE

rl"r.14. (l) BlsHHKHit'rure npeo BlreMerpaeHero rra roroBopa cnopc
crparrure ce pernaBar qpe3 nperoBopli Mexjly rrx. flocrrarHaru r.e .I1or
n-Hcr{eHa q)opMa u ce npeBpbqar B Hepa3JenHa qacr or lloroBopa.
(2) B cirl'uaii Ha Herrocrurarre Ha loroBopeuocr no npeAxollrru,
nopoAeHu oT TO3H .qOroBop IlJlI4 OTI]aCrrIt}] ce .qo Hefo. BKJtruqII,fe.IH(
UJIU OTHaC9TIH Ce ao HefoBo'to TljtKytsaHe, HeaefioTBuTeirH(
npeKpartBalte ule 6laar pa3peuaBaHH cnopel 6r,:rrapcKr.rre rltar
3aKL)HH or KoMnereHTHr.It cr'A no p€iJla rra ffIK.

XV. CbOEIUEHT{'I

r{.tr. 15. (1) Bgrvxl.r clo6uleHur MerxA}, crpaHure, cB.bp3aHH c tr3la.rr
ca Ba-llrIHIt, aKo ca HaIIpaBeltI{ B nlicMeHa rfopua u ca rro;(ruc€
npe.{craBurejrH lrit I{3tIt J,IHLITE,IIfl urru J'IEqEI;HOT
Bb3J'IO}ItI,ITEJI.
(2) 3a;1ara lra cr,obrqeuuero ce cMrna:y', latara Ita npeAaBaHero - npE pT,rlHo npe,[aBaHe ua cr,odrlerraev ,qaTaTa Ha noueHcKo.ro KnefiMo Ha o6paTHaTa pa3n[.lcl(a - np]i Iy' 

trarata Ha rrpueMaHero - npu r{3npaulaHe no t$axc rinH c_rrarl.

ur 4oronop, 6e: IIJ,J C}4 EH O

.BA

HHe :ta froHecieHu lJpe/(i{ I{
cI{Jra.

re no .qoroBcrpa e 6u;ra s

e HeirPe.lBr.raeH o vlu:Lu
o c,'re/I CKJII{lqBaHeTO Ha

pHeMe Ircr.j qKI4 Aeiict.stt:t c
) Bpean Ir rary6ll, xaxr,o r.r

IteTo Ha HeIIpeo,{otHMaLUll
)qeHHe cl)oK c€ ,{b,.D t
le AOKaIB€! OT 3aCefIIaTa.Tii
JT XOMIIeTeHIHUJT Opralt B

HtTa It cB't p3aHr{l e c rr):

Io He6pe;{.}rocr H"'ru qpeii
. [/Iiru c.l) ]{iurer}t, Kar(rcl
iHOTO 3.{UEAEHI{E _.

re u palHof-tacrit r{exJly
rBopeHoc'Il ce ooopMrr B

r{-rleH, BcIqI(H CltopoBc,
orropoBe'rej I]opoaeHr.i or
ir, Iteli3lt b.lHeI .Ie Hj 4

pr4 artrru ll npouec)'a,'rF ri

eHueTrl IIil'Io3lt AofoBc p
Ill oT VIII,JIIIOMOI4eHH I C

) 3ABriAEHr,In,

'o, 
- --:--\

]nPaUaHr- IIO IIOtrIaTB-

't:,.

:li; lr :). .:

i'



(3) 3a aa.rlrgun arpecn 3a nplleMaHe Ha cbobrqeHm li 6aHxosr cN{e
.{0f0B0p ce cvrTar:

AApec:
rp. Ka3aHrlK
n.K,6100
yr.,,cTapo3aropcKa" Ne1 6
en,aApec:mbalkazanlak@mail.bg

bAHKOBA CMETKA:

IBAN:BG47SOMB91 301 020087401
BIC:SOMBBGSF
O6qrHcxa 6anxa-Ka:annlx

(4) flpH npolraHa Ha rrocoqeHnr ro aJr.

aibxHa na )'BeAOMti ,qpyfaTa B Tpr4IHeBeH

fupec:
rp.CoO F

n(.1700
yr. OKoJtoBpt creH nbT Ne 99A
er.aApect v.uicheva@pho Inixpharma.bg

EaHxoea cMerxa:
IBAN:BG32UNCR96601 0 089951 i
BIC UNCRBGSF
YHr.rKpe4nr Syn6aHx A!

xr.l, cBT,p laHH C HacTorl[H-'

CM€ tKa CbO'tBC,TlIaTa CTt)aHit e

3A JIETIESHOTO SABEIEHIE_ Bb3"rlox[TEJ : 3A I ITII,JIHTI'IE.IIfI :

3 arpec u:ru 6arrxosa
cpoK oT npoMrHaTa.

xvl. APyfI{ ycJToBLIt

rl.r. 16. (1) flpatara H 3aIT,JIlI(eHusra no rracrorulu, Aol.oBop He
e,qnocrpaHHo rra TpeTu luua ll noAo6su aKToBe He flopa;(naT rrpaBH(
ctrr'racue Ha .lpyrara cl.piiHa, ocBeH B cnyqanre na orle:ler
3ailT,nxerrur no 6auxogn Kpe,quru.
(2) 3a neypeileuure Br,rrpoclr B Hacrorrrlur .tor.oBop
3aKOHOjIaTe"[C] tsO.

t1o. t 3au noOu3nL,iutumenu, np Lt ct|rn.r6a e Ha pellKoBomO

{.tt, 17. (1) IOAI{3[}'JIH.I{TEJIIITFI, lpr5oa sa orroBaprl. rra
nolt6op cr,o6pa:Ho Briila r..r .q€r.[a or lropbqKara, rofiro ue li3r]b-'rHrgal
ocHoBarruq 3it orcrpaHraaHe oT npoqe.qypaTa.
(2) J'IEqEEHOTO 3ABEJIEI{LTE - BT,3J'IOXUTIII I':]HCI{BA

IIOII{3II1IJTHHTE"II. xoiho He orroBaDr na vc,roBnsra no a-ir.1.

(3) Koraro qacrra or nopT,rrxara, Kosro cie r{3rrbJtH{Ba or IIO!I{3II1, [HIII'E,'I, rnloxe ga 6:s1e:

npe.qaAeHa Ka'ro orAeneH o6err sa I{3[Ib,'IHI{TE,'Lfl urrz ua JEIIL |HOTO 3ABEIEIII,II| ,.

Bb3JiIOXLITEJI. noc,.teAull{ 3anirarra Bb3rrafpar{AcHus i3a ld3r,i qacr Ha

IIOAI.I3IIbJIHLII'Iil,rffl .

(4) Pasnraqarrrirra rro a[.3 ce ocr,uecrgqBar Bt'3 ocHora ur rrcKaHe, orflpaBe]{o c,tf

IIOAI43IIbIHI'ITBIIfl .qo JIETIEEHOTO 3ABEAEHI{I - lBb3"rlOXHTE"l[ upr::r
II3llI'JitHl{'IE"llfl, xoiito e A,r'bxeH Aa ro peAocraBu na nr,::roxr r iJrs s l5-,{HegeH cpoK orl
I IO IIVTI']R2IIETO NfV

(5) Kmr ucxauero no a,r. 3 II3IITTJIHI,I TE"lIflT npe,qocraBr cralror r. ue.

e I tue)l

.re (pHTepuu :la

u 3a Ttx ,la He ca Ha{utl1)

J'IM,JIHiI

UOJrytraBarreTo tuy.

MO|ar /la ce npextsbp.rrrT

Aeficraue 6e:l nucves,:ro
BaHe (.rapaH 4parre) ua

.lilnn ocllopBa lljla {aHur{ta LiJIL qacI ot tcx xaTo Hejlbn)r{Ht\{u.



!t,.*T.:Y9To 3AtlEl(EHr&, _ Bb3rorrtrrE,rr uua rrpanor, Kor'aTo IrcKaHeTO 3a nnau]aHg e Oc[OpeHo, IO rroMeHTa Ha otc.t
oTI(a3a.

(7) He:anucu'o or u3nor,r3rla'ero rra IlOAH3llbllHI4l.EiI14 orr,os
Iof0Bopa e ua Il3IIb,rIHtr{lfE"rl{.

XV III. 3.AKJIIOqtlTEIHI,I PA3IIOPIIN

{,;I. 18, (l) IlpH clc.raerrrerD Ha Hacrosrqx, roroBop ce lpetrc raBHX

" ,{orcruerrfu lo ri-ir. l l2 or 3Oll;/ fler,rapaqrr no qrr. 55. a,r.6 or 3llIIXM (xoraro e rpu.rtor(Hr

" I-apauuur 3a r{3nT,lrllcHae:

r' lemapauuu uo 3Mi.lll.
(2) llacro.rutnar aoroBop ce cbcraBn e rpu egnoo6pa:]Hu ex3eMnj
e;rus :a I{3fIb"rIHHTEJ'Iq u tsa sa ,TIETIEEHOTO 1ABEIIiHLIE

IETiBFHO 3AIIEABHIIE _ Bb3-IOXI{TE,rI: I

oTxaxe tlaluaHe IIo aJ].

e 1la [pfiqfiHa],A 3a

pHocrra 3it H3[l,JlHeHrie Ha

clrclHITe JIOKyMeH r H:

ua 6l-rtapcxn erur:
Bb3JIOXI{TEJI.

TIb.IIHIfTE"TI:

Kpa iulup
.\

lJer

pa;

/ !-p Kela [,4ar,anosa - Bnaa,q]aa /

cbrnAcyBAH0 C:

l,gn*l

Cb|IIACYBAHO C;.
Iakua Heuosa-y/A,

X .o'ru
EBteHf qanog

loprc{oHcvnr
Siqned brt evc

160Hr..Kc 
4,apMa EOOA

ln i.chalov@ phoen xqrou D.eL
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