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[nec, 14.O4.2O15r. e rp. Byprac, B H3rrbAHeHHe perrreurae No VI - VI -P - 627 110.11 .2o74r. Ha vlzr'. AHpeKTop Ha "MBAA - Byprac" AA, 3a
lpoBexAaHero Ha orKpHTa npoqeAypa 3a B63AaraHe Ha o6rqecreeHa nopbr{Ka c
npeAMer: ,Aocraaxa Ea aer(apcrBeEu rrpOAyr(TE /C6lacno
cueqnQrrKaEi,zf,l 3a Hyrlrr,sre na ,rMuoroupo6uasa 6o,rErrq,a sa arrrEBrro
aeqeurre Byprac" AA, KOMHCHS OnpeAeleHa ctc 3anoee4 Ns vI p
699123.12.2o14ro4. na tr{sn. AHpeKTop na ,,MEAA - Byprac" M, B 6-bcraB:

Ilpe,qce4alen:
"MBAA - Byprac" AA;

A - p Csernosap leoprueB - 3aM. Ar.rpeKTop Ha

\lzrenoee: 1. ,4, - p Crezrrzarr Czraeoe - 3aM. Ar4peKTop Ha
"MBAA - Byprac" Afl;

2. Mapua I,{earrosa - Haqr,rlHrzx 6orurrzrrHa ailTeKa;
3.lrznxa Kozreea - 3aM. r.A. crreroBoAHTel na,,MBAA -
4. I4pewa llerxoea - rA. ropHcKoHcyAT Ha "MBAA -

B 1 1:oo B A4vrvnzcrparvrBHvrs. Kopnyc Ha "MBAA Byprac" AA rrpoBeAe
3aceAaHHe, Ha Koero 6eure r43BbprrreHo oKoHrrarelHo pa3rlex<AaHe Ha
npeACTaBeHHTe oT )rqacTHHqHTe npeA^ox(eH.Ias.3a H3nbAHeHUre Ha rropt,rrKaTa no
cBorBerHr'rre o6oco6errra rro3ntryrkr, 863 ocHoBa Ha AonbAHHTeAHo ;zr3vtc:raHvrre H
npeACTaBeHH Ha Ha ocHoBanlvre v.r. 68, a/\.1 1 , T.2, 6. ,A" or 3OII Aor(yMeHTH.

Texurz'recKaTe o$eptz Ha ) racrHuqxTe ca onHCaHH iloApo6no BeAHo c
pa3r^exAaHero 3a AonycrnMocr B orAelHrz 3a BCeKH J {acrHuxTa6t:,z,qu Nol- na
,,Co$apvra Tpeft4rzHr" AoA, Ns2 - Ha ,,eboHrzrc @aplura,, EOO{, No3 - Ha ,,MegeKC,,
OOA rz Ns4 - Ha,,Exoc Me,qura" OOA KbM Hacrostrl,s ilporoKol.

.(,ournnurelHo H3HCKaHHTe Aor(yMeHTH H pa3scHe:rr;z,s. or JrqacrHaqrzTe ca
rIocT|bnHAH B CpOKa, OnpeAeAeH oT KOM]rCIzflTa ro HacToslIIaTa [por{eAypa H ca
orpa3eHu [o-AoAy e ra6naqeH BHA:

1. ,,Co$apua Tpefi4rznr" AA

Byprac" Afl;

Byprac" A,(,
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31 5 Felodipine 10mo tabl

AURONAL 1O MG
RETARD FILM-
COATED TABLETS
tabl. prolong. 10 mg
x30

EGIS
Pharmaceuticals
PLC, YHTAPT/F

[lpe4ocraeexo
eanr4no PY -
6escooquo

44 1 Glimeoiride 1mo tabl
Glimegamma 1 mg
tablets x 30

Specifar S.A., 1, 28
Octovriou Str. Ag.
Yarvara, 12351
Athens, [upqran;
Mauermann
Arzneimittel KG,
Heinrich- Knote-
Str.2, D-82343,
Poecking,
l-eoMaHuc

HeeuarrltepeHouHe
e npeAcraBeHo oT
yqacTHuKa Bafifi,qHo
PY

44 5 Glioizide 5mo tabl
GLUCOPRESS
tablets5mox30

SanxaxSapua-
.[vnsuua Afl

flpegocraeeHo
eanu4uo PY -
6eecoo,{Ho

44 7

Metformin
hydrochloride
500mq tabl

SOPHAMET 5OO MG
film.coated tablets
500 mo x 50

Co$apua A,Q,

Codrs, 6unraous

flpe4ocraeeHo
aanu.qHo PY -
6eacoo,{Ho

44 8

Metformin
hydrochloride
850mq tabl

SOPHAMET 850 MG
film.coated tablets
850 mo x 30

CoSapua Afl,
Codrs. 6unraous

[lpe4ocraaeHo
eanugHo PY -
6eecooquo

48 6 Vinoocetine 1Omo tabl
VICETIN tablet'lOmg
x90

CoQapua A,[,
yn."[z'lnueHcxo
u:oce"16,1220
Codun, Eunraprs

[lpe4ocraeeHo
eanu,quo PY -
6eacDoqHo

48 7

Vinpocetine 1Omg
2ml sol.ini.

VICETIN sol.inf. 5
mq/ml-2 ml x'10

CoQapua A.Q,
yn."[4nreHcxo
woce"16,1220
Coduc. Sunraouc

[lpegocraaeHo
eanu4uo PY -
6escpoqHo

48 8 Vinpocetine 5mo tabl
VICETIN tabl. 5mg x
50

Co$apua A.[,
yn."lz'lnueucxo
woce"16,1220
Codus. Ernraouc

[lpegocraaeHo
eanuguo PY -
6escoo,rHo

66 1

Aqua destillata
1Oml amp. sol.ini.

STERILIZED
WATER FOR
INJECTIONS solvent
for soluition for
iniection - 10 ml x 5 COOAPMA AN

flpegocraeeHo
eanugHo PY -
6escpo.{r{o

86 4
Cefalexin
250mo/5ml - 60ml qran.

Ospexin granules for
oral suspension 250
mo/5ml-60m|

Sandoz GmbH,
Austria

flpe4ocraeeHo
eanuaHo PY

2. ,,QsoHHKC @apMa" EOOA



:

12 2 Midazolam Smq 5ml sol.ini
Dormicum amp. 5 mg
5ml Roche

Yqacruuxur
noTBbpx(AaBa,
qe
neKapcTBeHIFT
npoAyKr e c
noerpareHo PY

32 5 Metoorolol 1O0mo tabl
Metocor tabl. 100 mg
x30 Adipharm

[lpegocraeeHo
eanu4Ho PY -
6egcnoqxo

5t 6 Metoorolol 50mo tabl
Metocor tabl. 50 mg x
30 Adipharm

[lpe4ocraaeHo
aanu4no PY -
6escoo,.rxo

44 5 Glinizicle 5mo tabl
Glucopress tabl. 5 mg
x30 Actavis

[lpe4ocraeeHo
eanr4Ho PY -
6escoo.{Ho

48 8 Vinoocetine 5mo tabl
Cavinton tabl. 5 mg x
50 Gedeon Richter

[lpe4ocraaexo
aanu,qHo PY -
6escoo,rHo

86 4
Cefalexin
250rnq/5ml- 60ml qran

Ospexin gran. 250
mo/S ml60 ml Sandoz

flpe4ocraeeno
eantaaHo PY

Cae71 noApo6Horo pa3tlexAaHe 3a Aonycrt4Mocr BEB Bp63Ka c
I43HCKBaHvrflTa Ha BB3Aox(HTe^g Ha rexHHr{ecKHTe [peAAox<eHvrs.3a H3frb^HeHrze
Ha nop.bllKaTa Ha BCHr{KH yqacTHvrr\Vr H nocTbrH^}rTe B cpoK, AoIIT,AHHTeAHO
r43r40Kanf]4 AOKyMCHTH, Ha OCHOBaHHe rrl. 69, a.1, T.3 or 3OfI, Kovrvcwnra
oTCTpaHflBa oT pa3r^e)KAaHe rz oqeHKa cAeAHHTe rrpe/tr/\ox<eHvrs.:

1. Ha ,,CoSapMa TpefiAHHr" A[ nopa4H HerrblHora Ha o$eprara:

ii;:;,,..,! l,ll,,, : :,,"t't::i
:aa::::::::a::;:ta..i)lli :..,:: I

ffiiE;rl
tl0s.nryffi:

llll .n+jj
. .........8
6rro.W,:

=,.Smffiililil.: Y,f.*-,
il.i.{rsru',ffiirl

/!:a.a::.$

ia:,r/.*

.\:::::::1 #

;;|t:!{urutuuun& ffi")

ilil:,,!l ZL, 'l#r#.:;:jj '//E#, W,,ffi|ru]

2 1

Bupivacaine
hydrochloride 5mg/ml
spinal 4ml sol.ini.

Marcaine Spinal solution
for injection 5 mg/ml - 5 x
4 ml amooules

AstraZeneca
AB, Sweden,
AstraZeneca
GmbH,
Germanv

2 2

Bupivacaine
hydrochloride 5mg/ml
soinal haevv- 4ml sol.ini.

Marcaine Spinal Heavy
solution for injection 5
mg/ml -5x4ml
amooules

AslraZeneca
AB, Sweden;
AstraZeneca
GmbH,
Germanv

2 3
Propofol I EDTA 1%
20ml sol.ini.

PLOFED 1% emulsion
for injection/infusion 1 0
mo/ml - 20 ml x 5

Warsaw
Pharmaceutical
Works Polfa
SA, Poland

He orroeapR ua
cnequ$uraqnr
Ta no
OTHOIUEH14E HA

cbcTaBa



38 1 Ademetionine tabl

TRANSMETIL 500 mg
gastro-resistant tablets x
10

AbbVie S.r.l,
Vltanns

38 2 Ademetionine 500mq fl.

TRANSMETIL 500 mg
gastro-resistant tablets
10

AbbVie S.r.l,
Vlranun

He orroaapn Ha
cnequQuxaqun
Ta no
oTHO[leHUe Ha
I1Q. fly6nnpa
HE Ns 1.

38 3
L-Ornithine-L-
Aspartate 5q 10 ml

intraveno
us inf.

HEPA-MERZ INFUSION
CONCENTRATE
conc.inf.5 q -'l0 ml x 1

Merz Pharma
GmbH &
Co.KGaA,
Germanv

38 4
Metoclopramide
5mq/ml 2ml sol.ini.

DEGAN 1Omg/2ml
solution for iniection x 25

Lek
Pharmaceutical
s d.d.
Verovskova 57,
'1526 Ljubljana,
CnoseHun; Lek
Pharmaceutical
s d.d., Perzonali
47,
2391Prevalje,
CnoeeHuR

38 5
Multyenzymes (
Lioase 25000 lU)

caps.
gastr
res.

Panzytrat 25 000 U
gastro resistant
caosules. hard x 20

Nordmark
Arzneimittel
GmbH & Co,
Germanv

38 6 Silvmarin 90mo caos.
CARSIL caps. 90 mg x
30

Co$apua A,[,
yn."lzlnueHcxo
woce"16,122O
Co$un,
Sunraprs

38 7 Sulfasalazine 500 mo
tabl.
qastr.res.

SULFASALMIN EN
gastro-resistent tablet
500 mq x 50

KRKA, d.d.
Novo Mesto,
SloveniaW

44 1 Glimepiride'l mo tabl
Glimegamma 1 mg
tablets x 30

Specifar S.A.,
1, 28 Octovriou
Str. Ag.
Yarvara, 12351
Athens,
l-upqun;
Mauermann
Azneimittel
KG, Heinrich-
Knote-Str.2, D-
82343,
Poecking,
J-eoMaHuc

He e HauepeHo
uHee
npe,qcTaBeHo
oT yqacTHl4Ka

cneA
NOTCKBAHC

eanuaxo PY

44 2 Glimeoiride 2mo tabl
Glimegamma 2 mg
tablets x 30

Specifar S.A.,
1, 28 Octovriou
Str. Ag.
Yarvara, 12351
Athens,
l-upqua;
Mauermann
Arzneimittel
KG, Heinrich-
Knote-Str.2, D-
82343,
Poeckinq,



[-epuaur,tn

44 3 Glimepiride 3mq tabl
Glimegamma 3 mg
tablets x 30

Specifar S.A.,
1, 28 Octovriou
Str. Ag.
Yarvara, 12351
Athens,
l-upqrn;
Mauermann
Arzneimittel
KG, Heinrich-
Knote-Str.2, D-
82343,
Pciecking,
l-epMaHIc

44 4 Glimeoiride 4mo tabl
Glimegamma 4 mg
tablets x 30

Specifar S.A.,
1, 28 Octovriou
Str. Ag.
Yawara, 12351
Athens,
l-upqrn;
Mauermann
Arzneimittel
KG, Heinrich-
Knote-Str.2, D-
82343,
Poecking,
l-eoruaHuc

44 5 Glioizide 5mo tabl
GLUCOPRESS tablets 5
mqx30

SanraHQaprrlta-
lvnuuua A.[

44 o
Metformin 1000 mg
tabl. tabl. film

Sophamet film coated
tablets 1000 mq x 60 YHudaou AII

44 7
Metformin
hvdrochloride 500mo tabl

SOPHAMET 5OO MG
film.coated tablets 500
mqx50

Co$apua A!,
Cogun,
SunrapuR

44 8
Metformin
hvdrochloride BSOmo tabl

SOPHAMET 850 MG
film.coated tablets 850
mox30

CoQapraa A.[,
Cogur,
Eunraprq

2. Ha ,,@rour4Kc @apMa" EOOA ilopa^H HerrtlHora Ha o&eprara:
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12 I
Midazolam 15mg
3ml sol.ini

Dormicum amp. 15 mg 3
ml Roche



12 2 Midazolam 5mq 5ml sol.ini.
Dormicum amp. 5 mg 5
ml Roche

He e HauepeHo
BantaAHo PY, se e
HaMepeHa
yrBbp.qeHa qeHa
no qn.261a or
3Il-lXM e
perucTpuTe Ha
flflC. Y,{acrHurur
norBbpxAaBa, qe

neKapcTBeHt49
npoAyKr e c
nperpareHo PY

26 1 Fenofibrate 200mq caos.
Lipantyl caps. 200 mg x
30 Abbott

26 2 Fluvastatin 8Omo tabl Luvinsta tabl. 80 mo x 30 Actavis

26 3

Glyceryl trinitrate
1mg/ml50ml
anKoxoneH oa3TBoo

intravenous
inf. Nitronai fl. 1 mq/ml 50 ml

G.Pohl
Boskamp

flll He

CbOTBCTCTBA HA

TC no auga Ha
oa3TBOOUTen9.

zo 4 lsosorbide dinitrate SPTAV

lsoket spray 15 m|300
doses UCB

26 5
lsosorbide dinitrate
12omo caos. lsoket tabl. 120 mq x 30 UCB

26 6
lsosorbide dinitrate
5mq tabl lsoket tabl. 5 mo x 60 UCB

26 7 lvabradine 5 mq
tabl.film
coated Corlentor tabl. 5 mo x 56 Servier

26 8 lvabradine 7,5 mq
tabl.film
coated

Corlentor tabl. 7.5 mg x
56 Servier

26 9 Trimetazidine 35mo tabl. modif,
Vascotasin tabl. 35 mg x
60 Actavis

IIo texuuqecKraTe npeAlox<eHu.a Ha ,,MeAeKC" OOA H ,,EKoc Me4,axa" OOA
KO}dVICI,/..flTA HSMA 3A6CAE)KKE.

rla ocnoeaHze qA. 39, azr.l, r.1 or 3orl, fiapa4r Saxra Ha Azrrca Ha
BHeCeHH npeAAO)KeHHs. 3a ) {aCTHe B fipor{eAypara, KoMHckrsra [peA^ara Ha
I4surzrnrarelHu.s Ar4peKTop Ha ,,MEAA - Byprac" AA, c6u{ara Aa 6,bTe npeKpareHa
B aracTTa Ha cAeAHHTe O6OCO6e[U ilO3]?IrJ:ktr4l.



7B 2

TprxounoneHreH pa3rBop 3a napeHrepanHo xpaHeHe npe3
LleHTpaneH BeHo3eH il3Tor{HtlK,'16 auunorrcefl ilHr/,
rnoKo3a, MacrHa eMyncue or 50:50 Abflro- il
cpeAHoBepilxHr4 rpilrnilqepv4n 1 875 rltn., nnacrMacoBa emulsion for

infusion

94 1 Cvcloohosphamide 200 mq oowd. ini

127 1 amoxicilline+acidum clavulanicum 312molml SVT.

127 2 Ampicillin; Sulbactam 375 mq tabl.film coated
127 J Azithromvcin 125mo tabl. film
127 4 Azithromvcin 250mq ca0s.
127 5 Cefalexin 1000mq tabl. film
127 o Itraconazole 1 0mo/ml'1 50ml oralsolution

C orleA Ha topHoro, KoMHCH.flTa perrrx onoBecrsBaHero
AonycHarr4Te rIeHoBH npeA^ox(eHHs ga 61f'ge H3B:bprxeHo Ha 13.05.20015
11:00 r{. B aylara Ha ,,MBAA - Byprac" A,D,, Karo 3a qelTa vr Ha ocHoBaHHe
69a, a*3 or: 3OII, e ,,IIpoSuA Ha KynyBarra" ga 6r!te uy6rrNrryeaHo cao6rqe
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llpe4ce4arel: .. .t:*;; J

(a-pC. leoprzee)

HA
OT

4


