
*
*rn
\*

!Ilpoexr ua penrenue

flPeueuue aa uy6rutlnaue

!osb[{ecrBeH [peABapr,rreJreH KoHrpoJr

I{H xa perlrclpaquorlrara (}opua or CCI{
2o18o2o9-ooo8g-ooo1(YYYYMMDD-nnnnn-)oGX)

HoMep u Aara r.ra craHoBr4ulero 1-BIr erarl: _ 

-A.4/MM/rmr

IlpooecuoEa[Ha o6nacr, B norro [orraAa rrpeAMer r IIa o6qecrBeHara rropbtrr(a

fi//ilr
PEIIEHIIE 3,A OTKPI-'BAHE HA TPOTFAYPA Gepc* 6)

ATEHUTT n0 osuECrBEH nOPlLlKt4
1000 Coofir, yn. Jlere 4

e-mail: pKoaop.bg , aop@aop.bo
rHrepHer aApec: http://www.aoo.bg

PEIIIEHI,IE 3A OTKPI4BAHE HA NPOUE.IT!?A

Peurenr're uolreo: 6 Or 2o18

AEJIOBOAHA I,IH@OPMAIIIIfl
AenoBoAua llir-roopMarlu.fi
naprriAa Ha BaBroxrirenr: BB

noAereHrie:_ =-
I,Iaxo4.aul HoM€p: 2rL7 or Aara2tfo2f2otS
KoMeHTap Ha B'b3ro)Itlrre,{,l:

PAS.ZIEJI I : BIbBJIO)Iil{TEJI
fly6ruueu
Ce$ToDeH

I.1) Har.rMeIIoBaIIr{e r{ arDec
OOHrlr.ra,'rHo HariMeHoBaHue:
MHOf OnPOOT4JIHA EOJIHI4UA 3A AKTI4BHO TEqEHI4E-
IOBP TI A.[

Haqnonarreu perucrpauuoHeH HoMep:
124I41302

IIouIeHcKn a,4pec:
yr. ilaHarTror XzroB 24

Io 6p14t{
KOA

BG332
NUTS: flou{encxu roa:

9300
A,6plKaBa:
BG

,TIurIe 3a KoHTaKT:

EJreHa fprlropoBa
TeneOoH:
058 601096

EreKTpoHHa IIou]a:
ob.Lb,Qbergon. net

qral(c:

058 600414
14nrepner agpec/a
OcHoBeH a.qpec (URL):
www. mbal-dobrich , com
Agpec na npoSa,ra na rynynaua (URL):
l F--. / /-^- n^a l-/r^^ri -F.uOm/

I.2) Brra lla B,b3nor{rrreJrr.fi
(non.,rea ce or ny6auven etenoxnren)
!Muuucrepcrnouarrapyra'r,pxaBeHopran, !Ily6,nuvnonpaenaopraHlzcarlus

Bt.[]0qr{TerHo rexHn pernoHuulHn l,IJlu MecTHri
IIOAPASAEJIEHIi'

lHaqnonaaua areu4ua,f c,rrytx6a lEnponeficxa uncrury1uaf aren4wr utru
Mex(A/HapoAHa opraHrrsarlr,lt

flPeruonaaen ruru MecreH opraH [.{pyr run: ,rleve6Ho BaBeAeHr{e-rtproBcxo

I-lPeruonaana rzau rr.recrna areuUa-q/a,r\a(6a 
4pyir<ecroO nO u'n' 37 Or 3JI3

I.3) Ocuorrra 4efirroer
([o['b,tBa ce or ny6,'ruqeH BbBIo]Knre.[)

yl-ll1: 43b6485 l-4bI!-48a-9191-6122bd6028cb



PASAEJI IIi OTKPI4BAHE

IOrrpraaanr npoqe4ypa

[]ea ars.narang aa o6ulecraeua noptuxa

!ea cxaroveane ua paMKoBo cnopa3)MeHrle

Iaa crs4araug ua ariliaMr'rqua cltcreMa 3a noKyIrKI4

LlKOrlK)?c 3a 4poeKr

! Crs4anau rgaan0uKalrlioHHa cHcreMa

flopruxara e n o6.nacrnre or6paua r'r czrypnoct

PE!.tisHI,jE 34 OTKPl,tBAflE llA flPOLIEAyPA Gepcxi 6)

Aa[] HeX

3a oTAr.rx rr Ky.[Typa

!Coqua,rna saxpuaa

!Or4ux, r,y,rrypa u Bepou3noBe,qaHrie

!O6paeoraaue
!,Ilpyra AeiHocr: .-

L4) Ocrronrra 4eiirrocr
(norbrsa ce or cexropeH Bl'3roxnren)

! florueacxu ycnyrn

!Excnroaraqur na reorpaQcra o6racr

EAPYTa aeiiHocr:----

ll.u 5r{A Ila r.rpoqeAypnla .

(uonr.naa ce or ny6ruqeH BT€noxurer)
npor{eAl@a

npoue,4ypa
Crcresarenna npoqe,qypa c aoroBaptHe
Cbcre3areneH Aua-[or

pcTBo 3a riHoBa{uu
6eB [peABapure,[Ho o6.se-fi saHe

3a npoeKT
fly6ru.rHo gbcreBaHHe

IID{r{o .aoroBaDqHe

(uon,,nra ce or certopeH B'63rorfl{TerJ
upoqealpa

IIporleAypa
c ape4Bap{TenHa noxaHa 3a rlacTxe

C6cre3areneH Av anor
IlaprHbopsrBo 3a riHoBaqvu

6ec npe4aapure.lna noxaHa 3a 5r.racrlle
3a rIpoeKT

ghgTeSaHue

IIprKo AoroBaptHe

(ga s'barraraHe ua o6qecrBeua rlop'br{Ka e o6nacru, e ot6paua u crarylruocr)

IOrpauuuena npoqe,44a

!,{oroeaprne c ny6nltKyBaHe Ha obtBJlenrre 3a nopbqKa

I Crcresareren 4ualor
fl,4orosrp.Eue 6es ny6ru'rKy:eaBe ua o6.asJre {e ga uop'bqra

IIL IIPABHO OCHOBAIII{E
(rronrvrna ce or rry6rx.reu Bt3notxrlren)

r{r, 79, a"r. 1 or 3OfI
78, at z,r. t,6. [...] or 30II
ZB, an, 2,'r, 2 or SOII
18, a,r. r, r, 7 arr rp. c aa. 6 or SOII
79, ar. 1, r. [...] or 3On
18, a,.r. 1, T, L1BaB Bp, c ar. B or SOII
18, ar. 1, T. 12 or 3On
182, ar. 1 B,tB Bp. c qn. 79, aa. r, r. [.. ] ot 3OII
182. ar. r. r, f...] or 3OII

yHlI: 43b6485 l-4bO-48e0-9191-6322bd6028cb



PELllEHl,lF 3A OT(PIIB AHE HA nPOUEAvfA (BPpcrt 6)

18, ari 1, T. 7 BbB Bp. c an. 6 or 3On
13B, a/I. 1, r. [...] or 3On
r38, a^h. 1 B'r,B Bp. c r . 79, an. 1, r. [...] or 3OII
18, an, 1, T. 11 B'bB Bp, c a,1. 8 or 3OI1
18, a,1, 1, T, 12 or BOn
182, an. 1, r. [...] or 3OII
182, an. 1 BT'B Bp. c q L 79, ar. 1,r. [...] or SOII
141, a,1. 1 or SOII

BbB BD. c r{r. 142, ajr. 1 u qn. q1, an. 1 or SOII

(nonura ce npu BbcnaraHe Ha o6rqecrBeurt rropbrrltll B o6,rasrure or6paua u curylrHocr)
160 or 3On
163, ar. r or 3OfI

P 3 IIOP'I qKA
fV.1) HauMerloBaHze
neprio-q qHa aocraBKa rra neKapcIBenr4 Fpoay4ic]4 3a oHKo,rorzqHz 3a6orFBahLlu
3a Hy)K.q%Ee Ha,,MBAfi-.Uo6pr.r" An

IV.z) O6exr rra uop'brrxara
! Crpourorcruo
ffi,{ocraxu
flVcrwu
fV,3) Ouucarrue rra qpeAMera rra rroptuxara (ecrecrno r,r xorlrr{trecrBo rra qrporrreJrrrll
pa6oru, 4ocralxu un[ yc.]r]'ru rl.lm ]'KasBaHe Ha rrorpe6rrocrr u uaucxranr'rn)
Koraro ocHoBHnsr npeAMer s6Afbp)I{a ,qou r,nHl4Te.rrHri npeAMerH, Te rpq6Ba Aa 6bAar onucarln ryK.
Ileprro.4rl.rHa gocraBKa Ha 2 fieKapcrBeHt'l Fpo,4yKTl4 3a oHKoJroFt4r{Htl
3a60,1.qBaHr4.q: Cycfophospha'nj de 500 mg power fo- soluL'on Ior -LnjecLion -

.,. rr_^!-qi-.!^ 2 rr n^w6r a^r sntlrf lon f^- ini6.-i^r 'tn eMF\/qrzwv d vr tyrtvt t

fV.4) O6rqegrcenara rropbqlta c'r'A:hprfia rrar{qtBaHlrtr cBbpaaHrr c orragBaHe Aa I He X
IIA O|iOJIIIATA CDEIA

Kpureprrure, cB:bp3aHr{ c oKonrraTa cpeAa IIpIIc'r'cTBaT Bi (I|Io,Itr [oco.IeTe
6pofi)
TexHrrqecKara crrequSuraqna

rprarepuure ea nog6op

noKa3areJrnre 3a oqeHKa Ha ooeprure

H3HcKBaHri-[Ta nprz r43na.rlHeHrie Ha Aororopa (xlayar,I a upoenra ua o6qu

( 6porz )

(6poIZ)

(6port)
( opoI4 )

rV.S) tlu$opMaqr{.r oruocHo cpeAcrna or Enpoueficnlrrr cit'ro3
O6rqecreenara uopbqKa e 868 Bp'bBKa c npoer<r a/uan uporpaMa, (DriHaHcnpaH/a sbc
cpeacrBa or eBporleficrr,rre $ongone u nporpavru
I4,qeHTxonKar{ur Ha rrpoeKTa:

Aa[ HeX

fV.6) PasAenque na o6oco6enu noauquu
Hacro-su.Iara nop'6qxa e pagAe,'reHa Ira o6oco6eHu noBItIII4ri AaE He!
MorriBu Ba HeB'bgMoxHocrra Ba paoAen.sHe Ha nopT,qKara Ha o6oco6eun noar.rquu (xoraro e upwroxrlrvo):

IV'7) Ilporuosua croftrrocr rra rroptunata
Croftuocr. 6ea aa ce sKrro.{sa,4,[C: 2930 Ba-rtl"ra: BGN

fV,8) rlDerlueatT rra rrop,rqlrara ce BbsJrara c rrqnotrco orAenur{ rfporleAlapu: Aa E He X
O6ura grofirrosr xa roDr,trxara, rracr or I{oflTo ce Bbs"trara c uasro-tuqaaa [poqels4)a:

vHn: 41b6435 l -4bO-48eF9l9l -6322bd6028cb



PElllEHI,lE 34 OT(PIBAHE HA moUEAvPA GepcM 6)

Cur4gLK Ha ocraHarl'rre npolleA'Pri c KparKo orlucaHHe Ha rexHrit [peAMer:

V.r) Morlrnu sa us6opa ua npoqegypa (xora'ro e rrpruroxlrtuo)
(Kparro orlrcanue ua tfaxruuecrltre o6croETeJIcrBa' Korrro o6yoraaat ae6opa ua c;orBeruara

upor\ea)?a)

V.z) "rlurla, Ao xor4To ce r{srrpaqa uoKaEara 3a J raqrlre B rrpoqelor'pa IIa ,4ororapane 6ea

rrpeABapIrTe,.IIIo o6.ar.nerrue, 4orora_plue 6ea upe4uapr4Tenrra nolcarrn "1F1lTI!l__^ ^lit-ilai""" 0"" tw6;rzryrarre rra o6rrBJreHrte 3a rropbqna, rrp,'xo AoroBapsue (xoraro e
npurrorxr.ruo)

V.A) Haqoqulara rrpoqerypa e cBa'p3aHa c rrpeAxoAHa flporle4/pa 3a B'b3''raraHe Ha

o6ulecrnerra nopbrrKa {nrr rtorr}g'I}c sa rrpoext, no""o e (xorato e npN'not(uMo):
orrcp'lga c peueHt4e Nt 

- 

or ,qara--- '4.q/MM/ lrl:rrr
ny6ri4KyBaHa B Peri4ca6pa Ha o6qecrBeHttre nop't'tiKl4 no,4 yH KaJIeH N!

(nnnnn-YYYY-xxYX )

V,4) ,{our'.ruutearrara,4ocranna/noBTopnara ycJryra rl.lrrt srltor{TencrBo e txoraro e

Crofinocr, 6ee 4a ce ax.nrovna

o6gsreHuero sa onoBesr.fBaHe orKprrBaHero Ha rlpoqeljpa
noKaHara 3a vqacrue

p \ rII : IIOf ITT.IIHIITF.IIHA IIIHOO
VILI) Aorrb'rHErurrra uni[oplraqurr (noraTo e r4ruloxulro)

\lII.z) Opran, xofiro orrorap.s aa upo{eA4xrre uo o6xra'rnarre
O$uqr.rarno naurvreuoranze
Ko\LvtcAA 3a 3au!4 [a Ha KoHrcypeHuL49Ta

@rl
fIouIeHcKri a,qpec

6yJr. Br4T olua N! 1B

Co Oti A

tlourencxu xo,4 | A"P*auu
1000 I PenY6rIaKa

I BEJr n

TereQon
02 9884070

Ai4pec 3a enel{TpoHHa rlorqa
cpcadninG cpc . bg

@aKc

02 980?315

vgII: 41b6485 l-4bi)-43ee9391-6322bd6028cb



PEL.llEHi4E 3A OlKPr'lDAtE HA mOLEAyPAGepc"q 6)

http : ,/ / ww\.{. cP c '

VII.3) Ilonadarre Ha xan6u
Toqua uqdopMaqus orHocuo Kpaen cpor/rpafinu cporore aa uoganane ua xal6u:

3 or 3ofl,B 1o-.qHeBeH cpoK or l43El4qaHero Ha cpoKa no ':'n ' 100' al'

c,brJiacHo l{Jr. 197, ar. 1, T. 1or 3ofl

VIILI) TI'I{IP uMerra: (Ilo4uuc)
I-p TputOoH BJIa.qlzMI4poB t4op.4aHoB

VIII.2) Ansrxuocrt

yHn: 43b64s5 I-4btu_48ee-9391-6122bd6023cb


