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Nb 53 | 16.10.2020 r.

[nec 16.10.2020 roA. B rp. [o6puq, Ha ocHoBaHI,Ie 'ar. ll2 u
odrqecrseHl,ITe flopbr{Krl, ce cIs[orII4 Hacrotrq[sr AofoBop Menqy:

''MHO|OIIPOO'IJIHA BOJIHI4UA 3A AKTI4BHO JIE
rtrr. {o6puu, cbc ce.4uIJII4IrIe I4 aApec Ha yrlpaBneHl4e: rp. [o6pvu, Yr. "il
reJr. 053/600160, Sarc: 0581600414, e-mail: oblb@bergon.net,
[peAcraBlsBano or 4-p feopru Mramon Xen-sgKon - [poKypr4cr Ha

Bb3JIOXNTEJI

"MEAF.KC" OOA, cbc ceAanl{Irle B rp. Co$zx, aApec Ha

CnoronpaueHe, rr.K. 1252, yn. "rlan4ap BofisoAa" J\b 48, EVIK 137268894,

or Errauu AnercaHApoe ,{anern vI Bemasap Anronos ,{paroen, orrpeAeneH 3

14

or 3axoua sa

OBPI4II'' AN
X:zrov" 24,
r24r47302,

, HapI,IqaH

II3IIbJIHI4TEJI C

PenreHue Ns 15/ 3I.03.2020 r'oA. Ha Btsroxrrerlfl cJreA rlpoBeAeHa rlpoqeAy 3a Bs3JIaraHe

na o6rqecrBeHa rlopbr{Ka rlar "orKpura" J\b 00083-2020-0008, c rpeAM : llepzo4Ia.*ra
A,{, uapuuanAocraBKa Ha JIeKapcrBeHpI npoAyKrl4 3a HyxAI4re na ,,MBAJI - [o6pu

I43IIbJIHI4TEJI.

CrpaHrare ce clopa3yM flxa 3a cJIeAHoro :

|TPEAMET HA AOfOBOPA VrrJEHr4

rlnen 1.(1) Brslo)KI,rreJUIr Bb3JIafa, a I'lsurrHl4Tengr rlpr

AocraBKa Ha neKapcrBeHl4Te rIpoAyKTIa no O6oco6ena uosuqun Nb

rpoltyKrlr - o6qra, HoMeHKrrarypr{ }lb J\b 30, 31, 35, 36, 40r 86' 106'

160, 167,168, 169, 175, 181, 183, 184, 186, 187, 1880 190, t93, 199,205,
259,2641 267r 2731 2911 306, IIo o6oco6eHa rro3rrllus Nb 4: Jlerapcrneu
ArraJrrr3Ho JrerreHl{e, HoMeHrcJraryprr J\b J\b 2 u 11, sa KoI{To e rIoAaJI

lpor(eAypa 3a Bb3[IaraHe na o6rqecrBeHa rlopbrlKa.

(2) ,{ocraeeHnre neKapcrBeHLI rpoAyKTpr ce 3arlJlalqar cbr
npeAJroxeHvrc Ha IrIgnsrHI,IteJUI, KaKTo cJIeABa:

1:
t29

Aa r43BbprrrBa

Jlercapcrnenu
135, 151, 159,
239,247,257,
rrpoAyKTrr 3a

B OTKprrTaTa

O IIEHOBOTO
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MELBE
K,
Solution
for
injection
,15mgl
1,5 ml,
ffi9,
Pack: 5

Ho6en
@apva
EOOA,
Brnraprax/H
o6er
Oapnra

EOOA,

Meloxi

Auxilen,
Solution
for
injection
linfusio
n, 50
mg/2
ill, -'
Pack: 5

AS
KAICEKS,
Jlarsu.dAS
KAICEKS,
IIarsvA

Baxter SA.,
Belgium/Ea
Kcrep
Eurrapua
EOOA,

129.9000

Sevoflur
ane
Baxter
l00%o,
Inhalati
on
vapour,
liquid,
250,m|
Pack:6

Baxter S.A,,
Belgium/Ba
Kcrep
Brnrapux
EOOA,

x
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injecti
on

for
solution
for
injection,
1, g, Pack;

l0

Opailg,rr

J

86

COTAB
02

MetOpro
lol

tartrale

solutio
n for

t4jecti
on

1

mg/ml
-5ml

mg 20 METOCO
&
Solution
for
injection,
1 mglml -
5 ml, mg,
Pack: 10

Asr.r$apu
EAA,
Ernrapr.rrlA
4u![apu
EAA,.
ErnraDus 10 ,3.20 3.3200

1,06

BO5BCO
I

Manmito
I

sol.for
inf.

100s/l
-500
ml

mg 500 MANNIT
OL
BAXTER
l0Yo,
Solution
for
infusion,
10Os/l:
500 ml,
mg, Pack:
20
/omxnena
6auxa/

Bidffe
Medital
S.p.A.,
Italy/Earcre
p Brnrapur
EOOA,
Buraoras 20 53.00 3,1500

129

AO2BC
03

gastro-
resista

nt
capsul

€S,

hard

30 mg 7000 LANSQP
ROL,
Gastro
resistant
papsule,

hard,30,
mg, Paqk:
28

Ho6en
Oaprraa

EOOA,
Brmapur/H
o6pn
@apua

EOoA,
Brmaozx 28 6.58 0,2350

1.35

AO3FAO
I

Metoclo
praftide

sol.for
inj.

10mg/
2ml

mg 8500 Degan,
Solution
for .

injection,
l0mgl2
flI, -,
Pack:25

Lek
Phan-naceut
icals d.d.,
Cnonerils/E
ecra MeA
EOOA,
Ermaous 25 15.80 0.6320

1.51.

AO5BA
00

L-
Omithin

e-L-
Aspartat

e

infusio
n

concen
trate

5000m
0

1Oml 400 }IEPA-
MERZ,.
Concentra
te for
solution
for
infusion,
5000mg/1
0 ml, mg,
Pack: 10

Meru
Pharma
GmbH &
Co.KGaA,
Gennany/\4
eTz

Phamtaceut
icals
GmbH,
feplranus l0 96,50 9.6500

1.59

BO5BBO
I

Eleotrol
y,tes /pH

7.4/

solutio
n for'

infusio
n

1000 ml 300 PTASMA
.LYTE
,148.(PH

7.4),
Solution
for
infu$ion,
1000;ml.

Bieffe
Medital
S.4.,
Spain/5arcr
ep

Ernrapur
EOOA,
Ernraprns {1 |=i2; ,L2000

/i
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4

Pack: 1

L60

BO5BBO
1

Electrol
ytes /pH

7.41

solutio
n for

infusio
n

s00 ml 100 PLASMA
-LYTE
148 (PH
7.4),
Solution
for
infusion,
500, ml,
Pack:20

Bieffe
Medital
S.A.,
Spain/Earcr
ep
Ernrapur
EOOA,
BrnraDlls 20 27.20 1.3600

'.167

BOlAB
01

Heparin sol.
Itnj.

25000 IU 4500
Heparinu
m WZF,
Solution
for
injection,
5000IU/m
l;5m1,
IU, Pack:
10

Warsaw
Pharmaceut
ical Works
Polfa S.A.,
flo.nua/War
saw
Pharmaceut
ical Works
Polfa S.A., '

florua 10 42.59 42500

158

BOlAB
06

Nadropa
rln

solutio
n for
injecti

on

3800 ru 6200

Fraxiparin
e sol.inj.
9500 anti-
XaIU/ml
.'0,4 ml,
Solution
for
injectioir,
3800, ru,
Pack 10

Aspen
Notre Dame
de
Bondeville,
France
GlaxoSmith
Kline
Plannaceuti
cals S.A,,
trIorma/Asp
en,Pharma
Trading
Limited,
Ill.onaml.us, 10 24.40 2.4400

169

BOIAB
06

Nadropa
rin

solutio
n for
injecti

on

5700 ru 7200

Fraxiparin
o,,sol.inj.
9500 anti-
XaIU/ml

'0,6mlx
10,
Solution
for
injection,
5700, ru,
Pack 10

Aspen
Notre Darne

de
Bondqville,
Ffance
GlaxpSmith
Kline
Plarmaceuti
cals SA.,
flonua/Asp
enPhauna
Trading
Limited,
I4otla;nlufl. t0 37.40 3;7400

L75

BO3AC
06

Iron
(m)-

hyproxi
de

dextran
complex

sol.for
inj.

50
mg/ml
-2ml

mg 700 COSMOF
ER'.,
So.lution
for.
injection/i
nfusion,
50 mgtirl
- 2, rrr7,.

Paok: 5 ,

Pharmacgst
mos A"/S,

Denmark/P
hartnacosrn
os A/S,
Denmark ii 8:7,800

'/L

\i
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c05BB5
6

Sodium
Chloride
/glucose

sol.for
inf.

50 ge
gr-

500 ml

g 10000 GLUCOS
Es%o +
SODIUM
CHLORI
DE
0,9o/oBaxt
€r,
Solution
for
infusion,
50 elg sll
- 500 ml,
g, Pack:
20
/cmxnena
6uxa/

Bieffe
Medital
S'p'A.,
Italy/Bancre
p Blmapur
EOOA,
Brnraoras 20 18.20 0.9100

183

BO5BBO
1

Sod.chlo
iide;Pot
assium

chloqide,
Calo.chl

ori[e
Laatat

sol.for
inf.

ml 250 Ringer
Lactate
Baxter,
Solution
fon

liritusior\ .

500, ml,
Pack 20
/crrxnena
dauxal ,,,

Bieffe
Medital
S.P]A.,. - .

Italy/Barcre
p Burapur
EOOA,
Er,lranr,rs 20 23 00 1.1500

L84

BO5BBO
I

Sod.chlo
ride;Pot
assium

chloride,
Calo.chl

orfde

sol.for
inf.

500-
glass

bottle

ml 800 Ringer .

Bgxter,
Solution
for
infusion,
0.33 g
0.3 g 8.6
g/l - 500
ml, ml,
Pack 20
/CTbKJICHA

6auxal

Bieffe
Medital
S.p.A.,
Italy/Earcre
p Ernrapur
EOQA;
Errraoras 20 t8,20 0.9100

186

B05CBo
I

Sodium
chloride

sol.for
inf.

egr-
100 ml

ml 8900 Sodium
Chlorid'
Baxter
0,gyo,
Solution
for
infusipn,
9mglml-
100'mli,
ml, Pack:,

50
lorr-,xlena
6auxa/

Bieffe
Medital
S.p.A.,
{talyiBarcre
P FluaPraa
EOOA,
Ernraous 50 30.50 0.6100

'.187

BO5CBO
I

Sodium
chloride

sol.for
inf.

edr-
250ml

ml 5000 Sodium
Chlorid
Baxter
0,9yo,
Solutiq+
for
infusion,
9mg/nl-
250 ml.

Bieffe
Medital
s.p.A.,
trtaly/Barccre
p Eulraprax
EQO[,, ,1
R'r,nnana/ t'JV 2E.SO" 0.7500

( t

5
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ml, Pack:
30
/crlxnena
6auxal

I

I

I

I

188

B05qB0
1

Sodium
chloride

-glass
bottle

sbl,for
inf.

0,9yo
- s00
ml-
glass

bottle

ml 900 Sodium
Chloride
Baxter
0.9Yo,
Solution
for
infusion,
9sll - 500
ml, ml,
Pack:20
/cmrnena
6asxa/

Bieffe
Medital
S.p.A,,
Italy/Earcre
p Ernrapur
EOOA,
Ernraor,rs 20 7.20 0.8600

190

BO5CBO
I

Sodium
chlofide

sol.fot
inf.

0,gvo
1000
ml

ml 5500 Sodium
Chloride
Baxter
0.gYo, ',.

Solution
for ..

infusion,
gdr -
1000 rnl,
ml, Pack:
l0lcax/

Bieffe
Medital
S,A.,
Spain/Barcr
ep
Brnrapux
EOOA,
Brnraor,rs l0 13,s0 1,3500

1.93

BO5AA
01

Human
Albumi

n

sbluti
on for
infusio

n

20Q gr
- 100
ml

ml 100 HUMAN
ALBUMI
N 200g/l
Baxalta,
SoluJion
for
infusion,
20.0 st-
100 ml,
ml, Pack:
I

Baxter AG,
Austria/Bax
alta
Innovations
GmbH,
Aecmraq I 74.50

74,500
0

1_99

BO5CX
01

Glucose solutio
n for

infusio
n

10% -
500m1

ml 1300 Glucose
Baxter
70?/o,

Solution
for
infusion,
100 e/l -
500 ml, g,

Pack 20
/cate/

Bieffe
Medital
S.A.,
Spain/Earcr
ep
Eurrapur
EOOA,
Brmanur 20 24.80 r,2400

)/tii

t, '\

-f.J 
,,,

,t ,:,
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JOlDCO
2

Cefurox
ime

tablets s00 mg 150

AKSEF
s00,
Film-coat
ed tablet,
500, mg,
Pack 20

Ho6en
Oapua
EOOA,
BrtrcaputlH
o6en
(Daprua

EOOA,
BrnraDrar 20 6.40 0.8200

2lt7

JOIDH
5l

Imipgne
m/cilast

atin
powde
r for

solutio
n for

infusio
n

500
mg/50
omg

mg 900 Imipenem
Cilastatin
Panpharm
a, Powder
for
solution
for
infusion,
500
mg/500
fl8, ffi8,
Fack: 1O

PANPHAR
MA
Laboratorie
S,

France/PA
NPHARM
A
Laboratorie
s. France 10 0.s0 7.0500

2tt9

JOIMA
t2

Levoflo
xacin

solutio
n for'

infusio
n

f
qlc/aol
- 100

ml,

mg r400 Fldxid,

"Sqlufion-
for
infusion,
5 mglml -
100,mI, -,

Fack: 1

Lek
Pharmaceut
icals d.d
Cnorem,rrlS
ando2:d.d.,
Cnoserurs I 4.60 4.6000

264

JOlCR
05

Pipetaci
llin&Ta
zobacta

powde
r for

solutio
n for
injecti

on/
infusio

n

o 2500 Piperacili
n
T.azobacta
lIL,r i

Fanphar-m

a, Powdgr
for, ,,,
solution
for
injection,
4.sls00
n08;9;"
Fack: 10

Panpharma
I-aboratorie
s,

France/Pan
pharma
Laboratorie
s. Ooarnffq l0 4.00 4,4000

267

JOlXA
02

Teicopla
nin powd.

and
solv.
fnr

solutio
n for
injecti

on

400
mg

mg 10 Planitec,

Fovder
and,
solvent
for
solution
for
injectionli
nfrsion or
sral
sofution,

{00, mg,
Pack:1 r

Lek
Phannaceut
icals d-d.,
Cnonerus,/S
andoz d.d.,
Cnoserury I 0.0s

30,050
0

273

J02AC
01

Fh.icona
z,ale

solutio
n for

infirsio
11.

2
mg/ml
- 100
ml

mg 250 Diflazon,
Solution:
foq

rnjection,
z$ldlfil-
100 ml,
ms,,Pack:

KRKA,
d.d.,
Cnoseruu/
KRKA,
d.d.,
CJoeerrtrc ,1 &80

13,800
.0

x
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A1lDB
0

Thiamin
e

chl./Pyri
doxine

hydr,lCy
anobala

min
[I-idocai
n hydr.

sol.for
iqi.

100mg

,100m
g,1000

,20mg

2ml 2200 Neiraxin
B,
Solution
for
injection,
100
mg/100
tr:.gll
mg/20
mg/2m1,-
. Pack 5

AS
KALCEKS,
JlarnzslAS
KALCEKS,
IIarsvrr 5 4^70 0,9400

306

VO8AB
04

Iopamid
ol

solutio
n for
injecti

on

370
mg/ml
- 50ml

mo 200 SCANLU
x370,
Solution
for
injection,

'370m9
Vml: t-0
ml, mg,
Pack: l0

Sanochemia
Pharmazeut
ikaAG,
Austria/San
'ochemia

Pharmazeut
ika AG,
Ascmrrx 10 55,00

16;500
0

O6oco6exa no3ll4r4n N9 4- neKapcrBeHlr npo4yKrr 3a

AHann3HOteqeHhe , ,, ,' , ,
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Brnrapua
EOOA,
Brnraprar

lt VO3AB
02

Sevelam
er

film-
coated
tablets

800 mg 13000 Sevelamer
Sandoz,
Fikn
coated
tablet,
800, mg,
Pack: 180

Synthon
Hispania
S.L.,
I4cnanu.s/Sa
ndoz d.d.,
CnoseHr,u

l8
0 5.92 0.6440

(3) llporuo3uara orofiHocr Ha AocraBKara, flocoqeHrd B AoK]tr
oSrqec'reena nopbrlKa He rlopaxAar 3aAbnxeHvre saBrsroNrlreJrr Aa fr4 3aKytr
o6e,vr,

(4) IIpz Heo6xoAr{Mocr 3rurBeH}rre KoJrr{qecrBa Mofar Ia 6:l1ar
KAK.TO N TA3AfrBflBA HOBI{, KOLITO HC CA BKJIIOqEHI4 B IIPUNO}KEHI{E 1, HO CA B I
AOTOBOpa . IIOA ,,HqBt4 Br4AOBe'l Ce r4Ma IIpeABLrAi 3aMrHa rra neKapcrBeHr4fl IIp(
Ha ltropbqKara oT flpunoxeHue I upu cIIr{p4He oT npo}r3BoAgTBo UlUItr BHOQ,

IIJIC c eKBr.rBaleHT ca BKJrroqeHr.r s Cn[crra, rropalrAa 3aAbJDKeH]re 3a
cbIIIecTByBa[IO Apyfo Cbc clbrrlaTa reHepr4K?

CPOKOBE I4 HAI{I4H HA INAIIIAHE : . 
i

I

rlnen l. Cponrr Ha Hacrorrqur AoroBop e 12 (aaana4ecer) ,,n"..[
IOATII,ICBAHETO MY I,IJII4 AO C63AABAHETO HA YCJIOB4.{ 3A AOCTABKA CJIEA NPO
IlellrpaJlr{3krpanur qneKTpoHHrr rbproBe.,{oronoprr npo4rnxana Aeficlrl
cKJrrotr.BaHero Ha 4pfonop c Apyr r.r3frbJrHr{Ten cne,4 npoBex,4axe na o6rqecrnein

r{neu J. llocoueHr,rre B .ur. I uerapcrRenrl rrpo4yKTrr rqe Gr,qair
lrlsrrrpnurerrfl. Ha pr:loxur:eJur B cpoK or 24 (rcaileper u,qqrrpu) vacp, crfe
T4M.

M'ICTO HA I43II6JII{EHI4E trI IIPEMI4HABAI{E }IA COBCTB]

gneu 6: 3a Mscro Ha AocraBrHe Ha neKapcrBeHrrre rrpoAyKTr,r
"MBAJI-Ao6prav" $! .p. .{o6puu, yn.,

9nen 7. Co6creenocria nr
n:sJlHoro l,znL4 qacrurrHoro urra noruila
rpueMallero IIM Ha Mflcroro Ha AocraqsFg .c rprrg.yo:rrpgAaBareJreH uporo
paBHo3HaqeH AoKyMeHT. . ,

NPABA 14 3ANbDKEHI4II HA ]43IIT;JIHI4TEJUT ; I

B IIOCOqEHI'

IIEHI,IE E

,rrpeAMe

laBaHe q

ABKA CT

'arO""'o"

MOMEHTA I]

IOCTTA

)e olpeAeJt
ro alrrerca".,
rr prrcKbT Q

MOMerrTa rl
)n I,IJII,I Apj

OT ATATA

1

iA

5,

'.4

)T'

rT

,c

a

a

e

)

e

a

s.

T

a

I

0

x
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"MHO| OIIPOOI4AHA EO AHI4 3A AKTI4BHO AEr{EHI4E - AOE

r{neir 8. (1) Zsnrilr[reJrrr e AJrb)KeH ,4a cKrrorrr,r AoroBop 3a
KOT'ATO E OO{BI4N B 3A'BJICHI,IETO CII 34 YqACTIIE IIOJI3BAIIETO HA B cpor 4o,3
AHII QT CKJIIOTIBaHeTO Ha AOIOBOp 3a TTOAII3IIbJIHeHI,Ie LUfiI HA AOIIbnHUTeJTHO yMeHlre

VQt

(2) IloausrrbJrHr.rreJrr.rre HrMar flpaBo Aa rrpeBb3Jrarar eAHa TIOBEqE OT

Aeiinocrr4Te, Kor4To ca BKJIIoqerrI{ B rrpeAMera Ha AoroBopa 3a rroArrcnrJrHeur,rg.

34 3AM'HA HA IIOCOqEH B 3ASEIEHI,IETO IIO,UII3IIbJIHI,ITEJI H3IIbJIHI{TEJI'T I,I3II

AO|OEOpa [JII{ Ha AQrrbJrH[TeJrrrOTO Crropa3weHr4e Ha Bb3JrOXr4TeJrfl 3aeAHO C

rre ca r43rrbJrHeHr4 vcloBr{s-ra fro, rur. 66. at.2 u lI or 30II.

(3) Hesaeuczrdo or Bb3MoxHocrra Aa ce r,BnoJBBar
oT|oBOpHOCTTa 3a r.{3n6JrHeHr,re Ha AOfOBOpa 3a O6qeCrnena [opbrrKa e Ha

(4) Bbsroxureflrrr HrMa ra r,r3BbprrrBa ArrpeKrHr4
IIO]IPI3IIbJIH}ITEIII,ITE

r{nen 9. ?IsnrrHr4Ter.f,T e Anb)KeH Aa AocraBt
IlMirr pa3pelrreHue 3a yrrorpe6a unu yAocroBepeur,re 3a
rrpoAyKrrr ro rur. 23, ast. I or 3JIIIXM z orroBap.f,T
OesonaurocT u eQr4l(acHocr no 3JIIIXM;

KOIII{E HA

KA3ATEJICTBA,

VITETIVI,

JIeKapcTBeHr4 rrpo , KOIITO

pefficTparlvrfl Ha
HA II3I4CKBAIJIdflTA

neKapcTBeHr4

KaqecTBo.

BKJIIOqEHI,I B

OT

CTOIIHOCT HA

ra): 
;

10.1.,4a4e
IOCOIIEHA B

ycrcanu 6es
rTP94rrry,

HA BCSKA

Aa yBeAoMr4

AOCTaBeHr,rTe

cpoK or 24

tIIoaJI.1
rrppBepKara

t{nen 10. I{enara Ha JreKapcrBqHVIa rrpeA,yxrri rp56nV na, Ha,qneAHlrTe

1. llpe4nafaHara [end na uertipciBeHr,rre 'npo4yrrr{, Kor,rro ca
llorsnrasuufl nerapcrBeH crrr{clbK,T.3aqn,?nlpf1g,c nyp,lpugu cpeAerBa, Aa He e
peryJrr.rpanara rleua no flpranoxenre Ns 2,gT IlJlc,,,l,rg.c,oqpna B KoJroHa M
orrurKolrKa, r.r3qr4cJrer{a laaSagapre(fepenura crofiuocl sa 4e(fugupa.Irara AHeBHa

2. flpe4naranara rleHa Ha JreKapcrBeHlrre rrpoAyKTr,r, Ir3Bbrr re3r4 rro

vI3p.tcKBaEktfli

o rrorrlucoKa oT IrpeAeJrHaTa (rvrarcr.ruur]Fruta [poADKHa rlgr{a Ha 4pe6no
Peruclrpa Ha MaKcuMarrHr4Te rrpoAaxfHrz rreHr{ Ha neKapcrBeH}rre rrpoAyKTu,
Jren:apoKo rrpeArrr{gaHr{e r4 MaKcr,r},ra+lT4Te rpgA?.?KH4 rleE-rr Ha JreKaI

orrrycKaHr,r no JreKapcKo rpoAr{r.rcaHrre (P,erucrup qa,+pgAeJrulare.rlqHlr).
rlneu 11. B cry.qa61e, Ko.a{t,,.4fgtngrte+trt a.t.zlBs rl a +pP{yKrl4,

cbtlbpxaTrllr HapKorr4qHr4 BerlecrBa, rg:tr, irgr(appTpgHll .tpgAygrlr rp4oBa 4a qa
r.r3rrcKBaHr4flTana "rJr. 68 or 3KIIB[I.

YreH 12. ZsnlrrHureJlflr e AJrblKeH Aa'r.r3AaAe B cpoK rfanrypa
JreKapcTBeHu rrpoAyKrr,r.

,i:r, : r, :,11,. . i -

rrpABA 14 3MbnxEHr4rr HA Bb3IOXT4TEJIfl 
;

rlnen 13.(1). BrgnoxrareJrf,r 4Ma ,Up3Bq Aa,rrpoBeprBa KoIEqegI
oTAenlra AooTaBK+, KaTo rrprr ycTaHoBrBaHe Ha HecSoTBeTcTBr{e e AJIB)KeI
?IsfibJtrlnrerrr B cpoK or 24'aaca.

(2). . npz ycrarroBrBaHe rra HecborBercrBr,re B KaqecrBoro Ha
nenlapcrBeHkr npoAyr(Tn B:sgr.loxureJrflT e .4nbxeH Aa yBeAoM[ I4gurnHzrens
qac)a.

(3). Hecroreercrnflero Ha {orlrrrecTporo vr. KaqecrBoro ce,
rrporpKoJr, cbcraBeH or KoMrrcur, cbcrajB.eH? oJ Arr6x4ocr5r.rrg.JrErIa Ha lBrsnr

(4). B cryrafi, .re I4.snrrHrarel1r B cpoK gg 24 uacV cnei;g

u/ulit 2 ocnopu rrgcMeHo Hecr,orBercrBr4ero rra aqecrBoro, rorl nroxe Aa
ryry of ynbnHoMorrlen opmrr uttu na6oparopu.

r{nen 1,4. BrsnoNnreJrrr e AJrbT(eH Aa sarnarur XrgBoBeuarairleEa
Har{rrHa rI B cpoKa, ollpeAeneHll B HacTorrq}rr AoroBopf 

!
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(fira4ecer u qerr.rpfi) qaca, Bb3ro)rc{TeJrqr r,rMa npaBo Aa [onyqr4 HeycrofrKa B

(ylna qflJro, enHa Aecera) na cro or croftnocrra Ha 3a6aBeHara AocraBKa 3a

Q) npn ycraHoBflItaHe Ha HecborBercrBrre B KoJrr{qecrBoro, Z::*unrureJrrr e
Aa locraBu nl{rlcBarrloro KoJII{qecrBo rlpt4 cneABarrlara AocraBKa, a u$u [o]IcKBaHe

crpaHa na BrsroxLITeJU{ B cpoK or 24 vaca. llpn Her.r3rrbJrHentre Ha ron{ sa4rnx(eHr4e
zMa rrpaBo Aa rroryrrz ueycrofixa B pa3Mep na 5 (uer) Ha cro ol crofiHocma

:IIInCBaITIOTO KOrr4qeCTBO.

AIIIT'xteH Aa AocTaBr4 neKapcrlleHl4 rIpoAyKTI'I c yloBopeHoTo KaqecTllo [p
AocraBKa, a rrpla rrolrcKBaHe or crpaHa na Brgnoxr4TeJrf, B cpolc or 2{ \aca. llpnr
Hpzt3ilT,nHegr{e rra roBa 3aAbJrxeH}re BlgnoxrareJrrr r,rMa rrpaBo Aa noJryruru neycrofira n
phgnaep na 5 (ner) Ha cro or crclfinocrra Ha HeKarrecrBeHara ocraBKa.

;or ,{p}r

3a OMeTr(a Ha I43[bIiHLrTerrs..
rraTa rleHa,e

I]poAyKrr4 lrnn [pr{ sa6asa ro]teqe or 48 (vervpu4ecer u oceu) vaca, Br3l
r{nen 16.(1) IIpu orKa3 na IrlsnrrHurerrs. Aa AocraBr,r 3aflBeHare My neKapcTBeHr4

IItpaso Aa 3aKy[E neo6xo4uur,rre My ne?M)/ /leKapcrBeHr.r rrpgAy-Krr,r or Apyr AocraBqrK
AoroBopa u

r{neH I7.(1) llpa AoeraRKa .4a rrerq?pprppnrd rrpgAyKrr{, cpoKbr
rofiiro e rro-KparlK or cpoKa r{a q1r. 5,,rasurn;rrEreJrrT, AbJrx4 4a nFgn
pa3Mep, KaKTo CneABa:

1. upz AocraBKa c:bc cpoK Ha roAnocr or 59.99 ao 50
rg.qHocl - 5 % (ueT npoqenra) nrpxy crofinocrra Ha AocraBKara;

BpeAr,rle, KoraTo.e [perspn{Jr B pe3yJrrar tru ruou"atr ara^lrnu"auuoaat"u"u*
glen L9. llpu sa6aBa Ha flnarrlaHe or crpaHa na Brsronfl4TeJt

Abn:Nr.r ua l4sur.rnuTeJr-f, ueycrofira, B pa3Mep Ha 3aKonHara Jrr4XBa.

Hlen 20. Heyc'rofilcnre, o6eeqereuvflra 14 rleHoBrire prtenvKr,r no
Molar ua5's!lar yA'bplraHr,r or BcrKo fl.bnTclrMo.Il3 ?IsnsnqureJrr rrJrar{aHe. 

i

IIPEKI'AT-fl BAHE HA AOf ,OB OPA

oh or o6

2" rryu AocraBKa c:bc cpoK Ha ronHocr or 49.99 ao 40 Yo or o6
rp,uHoc,r' - I0 % (4ecer npoqen'ra) Tbp4y croftnocrra,nA4X crgrrHqcrT?, Fa AogTaBKara;

K Ha fonHocr or 39.99 lo 3(foAHocr.or 39.99 ao9.99 rc 30 %J" rrpr4 AocTaBKa c:bc,cpoK Ha roAHocT
,laa 'l i

r?AHocl - 30 % (rpgaecer upoqenr4) ngpxy qpoftypgrra rra AogTaBrara;
4,, rtpu AocraBKa c:bc cpeK rra feAuocr,o":t, 29.99 Ao 20 Yo or

rpArrocr' - 60 % (necr4ece'r npoqeura) Bbpxy crefiHocrra Ha AocraBKara;
5. upu AocraBKa c6c cpoK Ha roAHocr noA20 %o or o6tslufl cpoK Ha

%p (4ener4ecer rrpouenra) nrpxy crofinocrraHaAoc aBKara.
(2). fiocTanKara Ha,rreKapcrBeH rpoAyKT cbc cpoK Ha roAuoqr

oT oolltr4f, cpoK Ha roAHOcr ce rd3BbprrrB? g4Mo cneA MorrrB]rpaHo pertreHae Ha
up Brsroxcvrerrs. 3a KoHKperrroro KoJrr.rqeerBg", Des r{3plrworo .uuoMeHo
ppK:oBoltr4Terrs.Ha IlrgnoxzreJrJ{ JreKapcr3eHgre rrpoAyKrr,r He ce 3alnarqar Ha

r{len 18. Bt:noxrrrenfr rdMa rlpaBo Aa r{cKq o6esrqereur.re n rr piBM_ep Ha

(4) B clyvar{Te rro aJwrneu 2 u 3, aro I4snrrHr.rrelsr He AocraBr{
BrgloxureJr{r r4l,fa npaBo Aa 3aKyrrr nq964o44wr4Te My JreKapcrBeHr4 Irpg
AOCTaBvUK, KarO pa3nrrKara Me)Kry ueHara rlo AofoBopa z Aeftcrsr,rreJrHo 3alJ

foAHocT Ha

HEVCTOLIKA B

cpoK Ha

cpoK Ha

apoK IIa

cpoK Ha

or 40 Yo

.III{TEJUI

nacge $a

IIqcneAHr,r.8r

16, ax 2
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rfueH 21.(1),{oronoprr ce rrpeKp arflBa:
1. c zsrEqaue Ha cpoKa, 3a KofiTo e cKrroqeH, ocBeH B cnf{azre

BTOpO;

2. rpu cb3AaBaHero Ha ycJroBr{r sa AocraBKa cJreA

rI erlTp aJrlr3Lrp aHyr eJreKTpoHHr{ TbproB 0 ;

3. Koraro ca Hac)TbrII4JIrr cbqecrBeHlr [poMeHI,I BT;B

o6nqecrneHara rrop6qKa - rrpeAMer Ha AoroBopa, u3BbH rrpaBoMorqvflTa Ha
Kor{To rofi He e MorbJr r{Jrr4 He er 6ran AJrbxeH Aa rrpeABr.rAiunu ga
yBeAoMJIeI{I4e oi BrgnoxnreJrfl,, BeAHara cJreA HacrbrrBaHe Ha o6cro-f,TeJrcrBara:

4. npu HacrtrIIBaHe Ha HeBI{HoBHa HeBb3Moxuocr 3a LBnlJII{eHr,re
HerrpqABr4AeHo rrJrr{ HelpeAorBlparr4Mo cr6urne or rr3BbHpeAeH xapaKTep,
cKJrroqtsaHero Ha AofoBopa (,,nernpeo4oJrr{Ma cutru'') 3a cpoK IIo-AbJrbr or 30 rur

(2) Br3noxr,rtenflr Mo)Ke Ia rpeKparr,r AoroBopa 6eg
yBeAoMJreHue, r,r3flpareHo, Ao I4:lnrffrzrens:

1. upu cncreMHo I{eI43rIbiIHeHI4e Ha AocraBKzre Ha JreKapcrBeur,r
KoJtlrqecrBo ulutv, KarrecrBo o:r crpaHa Ha LlsrlrrrErvrrelrs. lIoA cucreMHo HeLl

PAStSupa TaKOBa, v3BbprrreHo ABavflfirnoBeqe nsTrrB paMKr,rTe Ha eAuH
prJrrir rroBeqe oT TpLr nbTr4 B paMKLrTe Ha CpOKa Ha AOTOBOpa;

ToBa B AoKlMeHTrrrg 3a fracrure, vfirvr. r43ng[3Ba rroAr{3rrbJruzrel, roftto e
rcofi:ro e flogoqeH, ocBeH B cn)Trar4Te,: E, KolITo 3Ar\4flHa"ra, cborBerHo
rroAlrunbnurlreJr e rr3BbprrreHo cbc cbrJlacr{ero Ha BrguoNut eils. kr B

HacTo.flflIufl AofoBop;
(3) BrsnoNr{reJr{T rrpeKparrBa AofoBopa B cJrfrar,rre no vn. 118,

6es 4a Abnxs4 o6esrqerenvre Ha Z:nrnqureJr{ qa rrpgrbpleH}r or rrpeKpi
AoroBopa BpeALr, ocBeH aKo rrpe)KparrBaHero e Ha ocrroBaH[e qn.,l18, an. 1, r. I

,4PyfI4 yCJIOBI4JI

2. n cttynir, ue I,l3nrrnureflrT Ia3[OJrsBa n'o4rasnrunr{TeJr, 6es 4a Aei(JIapI,Ip:ix

un.2, u,s.

HA

- c nucMeHo

pe3ynTaT Ha

eHr4e ce
Meceq,

OT TO3I4,

crc 3OfI u

t

1 or 3OII,

3OII.

B ClyqaJ,rrp,

. cTpaHa e

Hrcn 22.(l) Crpaullle rro AorgBopa He Morar Aa ro ltlMeH.f,Tr,
rrpeABprAeurr B rur. 116, a* I, r. 2 - 6 or 3OII.

(2) B crlyuatrr,ue no bpernre na'Aefiirnue Ha Aofoqopa, crofi

[pOMeHII pIlI4I]V lI3KtrIIOqBaHe Ha JIeKapCTBeHI,I trpOAaK'T]I OT IIO3LITI{BH}I'I JIe

rr ycjroBr,rrra 14 pelta sa paSora Ha KoMgcr4f,_ra ng;II-_eH],r.,u pelruOypcupanq

rlneu 24t 3a BcrrqKr4 rreypeAeHr4 rro Hacrorlqr.rf, Aor.oBop Bb[pocr4
pasnope46 ure Ha 3OlI, 334, T3 r4 Apy.rr4re prHocr,rMlr HopMarr,rFHr{ aKroBe,

r{rien 25.(1). 3a Barrr.rAu4 ?npepr 3a rplreMarrq Ha

(2). .IIpu rpoM{Ha Ha AaHHure rro rpe[xo,4nara aJrurnefl,

Anbxrra Aa yBeAoML\ ilpyrma B 'rprrArreBeH cpoK oT rrpoMJrHaTa.

Ha.uocTaB{H
neKapcrBeH npoAyKt, orpeAeJreHa rro pe,qa na Hape46ara 3a perynr4paHe r,r parre Ha
rlerrr4Te Ha neKapcrBeHr4Te rrpoAyKTr,r, yclQBr4sra, [paBr4Jrara r4 Kprrrepr4ure BKJIIOIIBAIIE.

.,,,! !. :i.,

qgucl5

T9rPqaa.u3
Apyr HopMaTLIBeH aKT, CTaH_o IIO;HI{9K& OT AolO.BOpeHaTQ 3TIIIJIAItrA
neKapcTBeHl4tr rIpoAyKT rlo rIo:IilICKaT? IIeHa,,fl-T A?TaTa Ha BJII{3arreTo B cLIJIa pqrueHl'IeTo
Ha perynaropHr4r opraH.

I{nela 23. Crpanure ro AoroBopa rqe pemapar B63lr-4KHarrIat.e rre
cnopoBe rro B3ar,rMHo cbrnacr4e, a aKo roBa e I{eBb3MoxHo rro peAa ua |IIK
oKpsx(eH cbA.

ce n,punaraT

a:1, ,-:., i.,
cBhp3arll4 C

HacToflrrlus {oroBop ce cMflTar aApec}rre, frocoqeHr4 B Harrulrroro Ha AoroBopa.

t3
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flpu rroArrlrcBaHero Ha Hacrorrqlrr ,{oronop ce

AOKyMeHTr4l
- 3a o-ocrosrencrBara rro rrJr. 54, an
- 3a o6cro.flTeJrcrBolo rro rur. 54. ax

l, r. I or 3OfI: cBlr,{oreJrcrBo
1, r. 3 or 3OfI - yAocroBepeH

lydmyHr4 3aAbJrxenr\ tr34ap;eno or opran]rre rro lpr4xoAlrre; yAocroBepeH
rpaq Ao6ptrrr 3a ]lrnnca Ha ry6rrqHr{ 3aAbJrxenilfl; yAocroBepeurre or
ceAaJlr,Irqero Ha yqacrHrrKa 3a Jrr{nca na ny6lzuHpr 3aAbJrxeHvrfl,;

?IsrrrruutenHa af eHrlt4q "f ranHa r4HcrreKrlr{r no rpy4a" ;
- Ceprn$urar 3a npr,rJrafaue r{ rroAAbpxaHe Ha cr{creMa 3a

-. sa obctorreJrcrBoro rro rrJr. 54, ax l, t, 6 - yAocroBepeHl4e or opraHr,rTe rla

cneAHr4Te

cbAI{M9Cr;
34 II}.I.[ICA}JA

or O6ruraua

aTa IIo

I,IE HA

B OOnaCTTaKaqeorBoro EN ISO 9001:2015 ulunu EN ISO 13485:2016 ululu exnu
Ha [por43BoAcrBoro vtlntu rbproB]rrra c neKapcrnenu npo4yKTr{;

- PaspeureHr4e 3a rrpor.r3BoAcrBo rro 'an. 196, an. I or 3JIIIXM, s cr KOfaTO
yqacTHLrKbT e rrporr3BoAr4Ten r.r lpeAnara JreKapcTBeH]rTe npoAyKTr4, KotrTo uilvl
na ParperueHr{e 3a BHoc ro'ut. 196, an 2 or 3JIIIXM, B cJrf{avre Koraro TE
BHOCI4A'eJI Ir lpeAnatra neKapCTBeHI{Te rrpOAyKTLt, KorrTo BHacr;

- ,{ernapaqvrs. ro -rJr. 59, an. l, r: 3, or,3MIrIlI uo o6paseq
f,IpurtoxeHze Ns 3 or odpasqlrre AoKW"_"T4"? { ""l1uq*asay.lracrpre.

Kuvr nactofln\vs.AoroBop ca,r.r,p44qxgllu:,1, -, :, ;

1. TexH peAJroxeHrre na Irlgnnmr:{;r.erli

eAr4H 3a

2. Uegosoro n na I4gntnuvffern,

Hacrosrunsr
lrlgrrrmrnre :rs. u ana sa

Bb3J{OXI4TEn: .

fJI.CT{ETOEO

Cb|JIACYBATEJI ..

I4
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rrpt4JroxeHara vrgBa4Ka or Cnucrr<a ua o6oco6eHr4Te rro3rrrlr4r,r rd

cE orBerHara o 6oco6eua rro3r.rur{.f, , 3 a Ko.f,To [peAcraBf, rr,r o $ epra.

flpuratalrr rrorrbnHeHa 14 rroAnrrcaHa rr3BaAKa
14 HoMeqKJraryprrre, 3a cborBernara o6oco6ena

Ilpunouceuue JVs I - sadnnrcumeneH o6pase4
Ifpedctnaen ce no BcflKa o6oco6euu nosaqun,3a Konmo ce

IIEHOBO IIPEAJIOXEHI,IE 3A rr3fIbJIHEHI,rE HA rropb

IIo o6oco6eHa rro3rrrruq Nb 1

or ,,MEAEKC" OOA
cbc ceAanr4rqe B ceJro CneronparraHe, o6rqprna Cro;ruqna
yrrpaBneHr,re c. CneroupauaHe, rr.K. 7252, pafion Honu
Croruvna, o6nacl Co(pzx - rpaA: yn. ,,rlan4ap nofiBo4a" Ilb 48
EVIK I EYJICTAT 13126889 4
rrpeAcraBJrrBan or A-p Evrur ArerccaH4pon [anen
EfH 6203095306, B KaqecrBoro My Ha yrrpaBrrreJr

llpe4cranrru rIeHoBo npelno)KeHr4e fro HoMeHKnaryplrre,

or Cnzcuca
IO3I4ULIS. 3aIIO3KII]III4

o(lepra.
llpunatarvr Lr3BaAKa Lr Ha MafHr4TeH Hocr,rren (4racr).

B usecldrcamq om Cnuctrca ua o6oco6eHume nnuquu u HoMeH

cbomBemHama o6oco6eHa nosuqun, 6ceKu yqacmHuK e dnz'trceu da nontnuu
BCflK& 3A gC.flRA HOMeHKUAWIPAT 3A KOnmO yqilCm8fl:

Ronoaq 8: TtpeoecKomo HaulvteHoBaHue Ha reKapcmseuua npodyrc
rilmaHaqa.

Konoua 9: Ilpouseodumen / npumetrcamett Ha prcpeu,LeHuemo

reKqpcmseuun npodyrcm.

KonoHu 10: Konuqecmeomo I onaKoqKama - 6ooil Ha

Buecmlunocm unu dp. unprca.
Konorug 11: \eua Ha onaKoaKa 6 n6. 6es ffiC.
Konou:a 12: Iteua 3q MepHa eduuut4a e ne. 6es IIC.

lloAnr,rc Ha [peAcraBnrBarrloro nr{qe rl

(4-p Ervrun Anencan4pon,{aHen,

ofrepma

KATA

v aApec Ha

o6rqrzna

o0OcooeHVTe

IIpeAcraB.rrM

ypume 3A

3A

u3nucaHo Ha

ynompe6a

AIvrnyIU,
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Ilpunoetceaue Jtft 2 - sad.bmcumeneH odpase4
Ilpedcmaea ce no gcnKu o6oco6ena no3uUun,3fl Konmo ce

TEXHI4qE CK O IIPENJIO}I{EH

rlo o6oco6eHa rro3rruus J\b 1

llo4nzoanzsr A-p Eprn;r A;rerccan4pon lanen, EfH 6203095306
cvr Ha yrrpaBrrreJr ua ,rME{EKCtt OOA, cr'c ceAaJrr4rrle ceno Cneronpaue
ynpaBneHr,re c. CnoroBpaqaHe, n.x. 1252, pafion Hos[ r4cxsp, o6rqzna Cror
Co(pm - rpaA, yu. ,,Van4ap Bofino4a" Ilb 48, EI4K 131268894

rrPEAnAf AM CnEAHT4TE YC JrOBTr-fl :

1. [extapzpaM cpoK Ha BaJrraAHocr Ha o$ep:rara, rro He rr
Meoeqa or Aarara, ftosro e frocorreHa 3a AATA Ha rroAaBaHe na o(feprara: 3 (rpu

2. llpraerraau cpoKa Ha v3[bJrHeHr,re Ha uoprurara: 12
cKJrrroIrBaHeTo Ha AOIOBOpa.

3. llpzervrau cpoKa 3a rrJrarrlaHe: Ao 60 (ruecr4ecer)
r{3BbprxBaHero rra AocraBKzITa 14 H3,{aBaHero Ha (panrypa or r43frbJrHzTeJrrr.

4. llpraervrav cpoKa Ha AocraBKa: fio 24 (4na4ecer w uerrapu) .raca
3arrB-flBaHeTo oT cTpaHa Ha Bs3JrOXs{TeJUr.

5. llpuorraam cpoKa Ha foAHocr: He [o-MaJrKo or 60 %o ot
MOMeHTa Ha AOCTaBKa.

6. AEKIAPI4PAM, qe AocraBsHrzre rreKapcrBeHr4 rrpoAyKrr{ :

6.1. uuar pasperrreHr.re 3a yrrorpe6a u,u yAocroBepeHrre 3a
JreKapcrBeur,r rpoAyKrr4 rro qr. 23, wr. 1 or 3JIIIXM;

6"2. orrpnapflT Ha r'3lrtcKBarrr4-rrra 3a Karrecrno, 6e3onacnocr 14

3JI]IXM.

7' AEKJJAPI4PAM, qe rpeAJraralara IIeHa Ha rreKapcrBeHllre rI
ca llKrroqenu n floqzrvlBnvIs. neKapcrBeH crrucbK r4 3arrJrarrlaHz c ny6m.runu
rIo-BI4coKa or peryJllIpanara rleHa rro flpr.lnoxenze Ns 2 or IIJIC, frocoqeHa
(ctofinocr Ha orraKoBKa vI3rrLrclreHa Ha 6asa pe(fepeHTHa qroftuocr sa 4elpznra
Aosa).

8. llpueMarvr Aa rl3rrbJrHffiaM BckrqKr,r Lr3r4cKBaHr,r-rr Ha
o6.f,ereHuero 14 AoKy-Merrrarl[rrra 3a ) racrr4e.

9. .{er<n4pzpzrM cbrnacvero cr,r c Knay3rzre Ha rrpr4noxeHr4_{ frpoeKT

oQepma

B KAIIECTBOTO

14 anpec Ha
qHa, ooJracr

or 3 (rpz)
Meceua.

) rvreceqa or

14 I.Htr oT

MOMEHTA HA

ronHocT B

, KOLITO

Hee
e roroHa M

,IIHEBHA

IIocoqeHr4

AO|OBOp.
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10. B cryrait,ue 6r4a onpe4eJreH 3a r.r3rrbJrHr.rrefl Ha [opbrrKara,
IIpu rroArrr,rcBaHero Ha AofoBopa 3a o6rqecrnena [opbrrKa, ra [per(
AOr(yMeHTr{ yAocroBep_rrBarrl[ Jrvncara Ha ocHoBaHnfl. sA OTCTpaHrBaHe or
Kar(To r{ cborBercrBrlero c rrocraBeHr,rre Kpvrepr4ur sa no46op :

10.1. 3a o6crosrercrBara ro rrJr. 54, at. 1, r. 1 or 3OlI -
cbllr,rMocr, r{3AaAeHO n 6-n4ece.rHr4f, cpoK Ha BaJrr{AHOCT IIpeAI{ npeAcraB_rrHero;

I0.2. 3a o6crosrercrBoro rro rrJr. 54, at. 1, r. 3 or 3OlI
JIIIIICA TTA IY6TTZVHh 3AABNXEHLIfl., LJ'AAAEHKT OT OPTAHIITE IIO IPUXOAIITE, O

!o6pv.r z or o6rqr4Hara rro ceAanr4rrlero Ha f{acrHkrKa;

10.3. 3a o6cro-{rercrBoro rro qJr. 54, ar..1, r. 6 - yAocroBepeHr,re
ZgurnnureJrHa areHllr4r "fraBHa r{HcrreKllr4.f, rro rpyAa" ;

10.4. Cepru$rar<ar, yAocroBeprBarrl BHeApeHa cr{creMa 3a
KaqeclBoro EN ISo 9001 ulutru EN ISo 13485113499 ulutu exrl
o0rraoma Ha rrpor43BoAcrBoro ulunu rbproBr4-{Ta c neKapcrBeHr4 rrpo.{yKTlr;

10.5. Pa:perreHr4e 3a rrpor,r3BoAcrBo rro qJr. 196, al. 1 or 3JIIIX
KOT'ATO TIACTHT4K6T E IIPO3BOAI4TEJI LI NPEANAIA NEKAPCTBEHI4TC
rrpor{3BexAa, vrrr4 Ha PaspeureHr{e 3a BHoc rro un. 196, aI.. 2 or 3JIIIXM. n
YqA,CTHI,IKbT E BHOCI,ITEJI I,I IIPEAJIAIA JIEKAPCTBEHI4TE IIPOAYKTI4, KOI4TO BHAC';

10.6. [ernapaprfl rro rrJr. 59, an l, r. 3, BbB Bp. c utt. 53, wt.2
3aAbJDKr,rreJrullx o6paseq llpznoNenve }fs 3 or o6pasqr4Te AoKyMeHTr.r Ha
yqa.crue.

3a6eneilcxa: VdocmoeepeHunma no movKu 10.2 u 10.3 mpa1ea
cned damama Ha omKpusaHemo Ha npoqedypama. _ ln

(4-p Enaun Anercau4pon lanen, yl

-v

3aAsnxaBaM.
aKTyaJrHt4

porleAypara,

rLfl. 34

rra fpaA

opraHr4Te Ha

BNEHI4C HA

c o6xnar e

B Cnyqar4Te

, KOLITO

KOfaTo

3MZ[I no
eHTaIIrrrTa 3a

ca usdadeuu
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Ilpunouceuue Jtlb 2 - zadanucumeJreH ofipaseq
Ifpedcmaen ce no ncflKa o6oco6ena nosuqun,3fl Konmo ce

TEXHI4qE CKO IIPENJIO}ItEHI4

IIo o6oco6eHa rro3rruuq N! 4

lro+rtncaluqr 4-p Ervrn.rr A;rerccan4pon {anen, EfH 6203095306.
cvrlra yrrpaBnTeJr na rrME{EKCtt OOA, cloc cellanzrqe ceno Cneronpa
yrlpaBneHue c. CeeroBpaqaHe, nx. 7252, pafion Hoez r4crcrp, o6rqnna Cr
Corlux - rpaA, yu. ,,Van4ap nofino4a" Ile 48, EI4K 13126gg94

IIPEAJIA|AM CJIENHTITE YCJIOBZII:

1. fleHnapzpaM cpoK Ha Banr4AHocr Ha o$eprara, Ho He
Meceqa or Aarara, Ko-rrro e locoqeHa 3a rara Ha rroAaBaHe na o$eprara: 3 (rpu

2. Tlpuevav cpoKa Ha r43rrbJrHeHr.re Ha nops.mara: 12
CKIIOIIBAHETO HA AOTOBOPA.

3. llpzeuarrl cpoKa 3a rrJrarrlaHe: Ao 60 (nrecr4ecer)
t43Bbpf[BaHero Ha AocraBKara krvi3.I(aBa]Jero rra Qaxrypa or r{3fr6JrHr4TeJUr.

4" llpzevrau cpoKa rra AocraBKa: [o 24 (Ana4ecer z -rervpz) uaca
3a.fltBrBaHeTo oT cTpaHa Ha Bb3JIOlnr4TeJLfl.

5. llpveuarr,r cpoKa Ha roAHocr: He rro-MaJrKo or 60 %o o.t
MOi\{EH,TA HA,IIOCTABKa.

6. AEKIAP?IPAM, qe AocraBrHr4re JreKapcrBeHrl rpoAyrrlr :

6.1. unrar p€BpertreHrze 3a yrrorpe6a ulu yAocroBepeHr4e 3a
JreKapcrBeHr{ rrpoAyKrr{ ro qr. 23, ar.. 1 or 3JIID(M;

6.2. orrosapflT Ha r{3r.rcKBaHr{rra ga KaqecrBo, 6esonacHocl z
3JIIIXM.

7' AEKXAPI4PAM, qe rpeAnara1uta qel{a Ha neKapcrBeHl4re rlpo
ca IIK[Ioqenu e lloszrnBnkrs. JIeKapcrBeH crrtrcbK r,r 3arrnarqaHu c ny6nnr{Hr4 cl
rro-tsr4coKa or pefynr4pamara rleHa rro llpuloxeHr,re Jrlb 2 or IIJIC, 11ocoqeHa
(crcrfiuocr Ha orraKoEKa, vg-qlrclreHa Ha 6a:a pe$epeHTga crofinocr sa 4e(fzrrz
4osa).

8. flpuervraru Aa r43[bJIH.flBaM BCVqKrr r43LrcKBaHVr'- Ha
oo.fl BJIeHLIeTo 14 AoKyMeHTaIIIISTa 3a yqaCTI{e.

9. .{ernapupaM cbrJraclrero crr c KJray3r4Te Ha rrpr{Jroxen}rf, [poeKT

oQepma

B KAqECTBOTO

14 alpec Ha

vna, o6lacr

or 3 (rpv)
Meceqa.

) Meceqa oT

14 TIILI OT

MOMEHTA IIA

IO.IIHOCT B

, KOI4TO

,Hee
e Koroua M

.IIHEBHA

IlocoqeHl4 B
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10. B cnyrait,ue 6r4a onpe4eJreH 3a r43rr6JrHr4TeJr Ha rropbqKara,
npw rroA[rrcBaHero Ha AOfOBOpa ga o6qecrseHa [opbrrKa, Aa rrpeA
AOKyMeHTT4 yAOCTOBepssBrrIu nurrcara Ha ocHoBaHvrfl 3a orcrpaHrBaHe or
Kariro r{ cborBercrBl{ero c [ocraBeHr{Te Kpl4Tepvil3a no46op:

10.1. 3a o6crosrercrBara ro rrrr. 54, un. 1, r. 1 or 3OlI -
cbllr4Mocr, r,r3AaAeHo e 6-xaecequl{tr cpoK Ha BaJrr,rnHocr rrpeAr4 rrpeAcraBrHero;

I0.2. 3a o6crosrercrBoro rro qJr. 54, wr. 1, r. 3 or 3OII _ y
JIPI]LCA UA NY6TUEVHI.I 3AAbJIntEHVIfl, II}AATqFILI OT OPTAHI,ITE IIO IPI4XOAI4TE,

.{o6pzv ra or o6rqzHara rro ceAaJrr4rrlero Ha yqacrHrdKa:

10.3. 3a o6cro-f,rercrBoro rro qJr. 54, al. l,t. 6 - yAocroBepeHr,re
ZgutmrzreJrHa areHrlu.a "franHa aHcneKIII4_f, rlo rpyAa";

10.4. Ceprz$ur<ar, yAocroBepqBarq BHeApeHa cr4creMa 3a
KaqecrBoro EN ISo 9001 ulutrn EN ISo 13485113498 ulutu
oblaoma Ha rrpor{3BoAcrBoro ulutm rbproBLr_f,Ta c neKapcrBeHr{ [poryKTr4;

10.5. PasperrreHr4e 3a rrpor.r3BoAcrBo rro rrJr. 196. an. 1 or
KOT'ATO )^IACTHI4K6T E TIPO3BOAI4TEJI KI IIPEANA|A JIEKAPCTBEHI4TE TIPO
rrpor43BexAa, vrv na PaspeureHrre 3a BHoc fro utr. lg6, aL 2 or 3JIIIXM, n cn
rra.crl{I4K5T e BHOCI{ToJI 14 rlpe,4Jrafa JreKapcTBeHr4Te rrpoAyKTr4, KOT4TO B:FrACflj

10.6. [elcnaparJr4fl rro qn. 59, at. 1, r. 3, BbB Bp. c un. 53, an.2
3a,46Jrxarenurax o6pa:eq llpunoNesrze }lb 3 or o6pasqr.rre AoKyMeHTZ Ha
rracTr,re.

3a6eneilcxa: VdocmoeepeHu.flma no moqKu 10.2 u
cned damama Hq omKpuaqHemo Ha npoqedypama.

llo4luc Ha rrpeAcraBnflBarrloro nr,rqe v freqar:...

(a-p Euzn Anercan4pon,{anen,

3aAbJrxaBaM,

AKTYANH14

porleAypara,

opraHrlTe Ha

I4E HA

c o6xear n

B CnyqakrTe

, KOI4TO

KOTaTO

3MIzIlI uo
flTA3a

10.3 mpa1ea ca u3oqoeHu
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Ilpwmryenue Jt& I - zadnncrcumeneH odpaseq
Ifpedcmaen ce no BcflRa odocodeua nosuqun,3a Ko.flmo ce n

UEHOBO IIPEAJIOXEHI,IE 3A I,I3TIbJIHEHI4E HA rroPb

ilo o6oco6eHa rlo3lrrluq J\b 4

or ,,MEAEKC" OOA
cbc ceAilnr4rqe B ceJro CneronpaqaHe, o6rquna Croluqna
yrrpaBJreHl{e c. Cneronpa.raue, rLK. 1252, pafion Hoslr
Cronut+ra, o6nacr CoSar - fpaA, yn. ,,9an4ap nofino4a" Ns 48

EI"-IK I EYJICTAT T3126889 4

rIpeAcraBJI.aBaH or g-p Ervrul A.uerccauApon ,{aHen
EfH 6203095306, B KarlecrBoro My Ha yrrpaBrrreJr

llpe4clanrv IIeHoBo rlpeAnoxeHlre rlo HoMeHKJIarypI4Te,

rrptrJroxeHaTa LIsBaptKa oT Cnprcma ua o6oco6eHl,ITe rlo3plquI,r IiI HoMe

c:s orBerHara o6oco 6es a roskrps., 3a Kosro rlpeAcraB.fl vr o (f epra.

nog4rlktr4

odlepra.

llpunarau rIorIbJIHeHa I{ rloArlucaua rI3BaAKa

14 HoMeHKJrarypvre, 3a cborBerHara o6oco6ena

llpr,rnararu I,I3BaAKa I{ Ha MafHtITeH HocureJl (aucr).

B useadrcama om Cnuctrca ua o6oco6eHume nnul4uu u HoMeH

u)omnemHAma o6oco6euA nosuqu.n, 6ceKl,t yuacmHuK e dntlrceu da nOn'unua

ec:flKa 3a 6CnKs HOMSHKUUWyPA' 3A KOnmO yqilcm6&:
Konoua 8: TtpzoecKomo HauMeHoGaHue Ha neKapcmaeHun

nfimuHu4a.
Ronorua 9: Ilpouseodumen / npumecrcamel Ha pa:Jpeu'teHuemo

Jt eKap cm6 euua np o dyrcm.

Ronoaa 10: Ronuqecmeomo s onaKosKama - 6pou Ha

zl4ecmutvtocm uilu dp. unprca.

Ronorua 11: IJeua Ha onaKozKa 6 116' 6es [fC.
Ronona 12: Ileua sa MepHa eduuuqa e ne. 6es,4,4C'

lloAnuc Ha [peAcraBrsBaxloro

(a-p Enrnn Anercau4pon,{anenl

or Cuprcsxa n
[o3I4III4S, 3a

oQepma

vr aApec Ha

o6rqzna

IlocoqeHl4 B

pr4Te, 3a

o6oco6enzre
lpeAcTaB-sM

3A

3A

, u3nucaHo Ha

ynompeoa Ha

emu, alilnyJlu,

x
Highlight

x
Highlight



*

N

vv \o
c.t s Ir

n
t--

c.l
ctl

oo
F*

v')
so\ +

I

T
lif

c.l
o\
c.)

ca ca
\o

o\

,. 'j: F^L
-A

! v^D tsXrH-
\Airlxnntcxx: B FF; +E ED:"FFrHrnra

!a 'r.!F:EHrq H)it^Ed s* H5
lg-H .td cdEOrs.nr *; sB?l(jE?E F E d; e x xl$sg; [E R F Igg
iE 6 E: ,Y5EE Sf f

:'

oC)-
-_ o{
5.E ^F9<i E
.=B= BH F.H !VcElorF
o0!: o H.tr^bi+<*df;

t
di E.- oa

gSt
H FIH
C)!lo,b0i: otr:b
<XI! 11

,Nr(
.iCtr
trco qe\<
NFn

d<(,

.Nr(
6tr3
-d tg C)tr7) qe\<
N X'-r

r;<O

€

c)

q

Sonr\ o

\J.: cO

f- .r-V
ia cli Qxosva*

^o^
>€co
.orBU
6sfoGt-
UO3

EEf

(5- :
E HF oI
E.E 5aS
E E gE ?
r gE8]
$E#EB

()
i-

2o SE F
=\o -=:l
; s;T E;E tr 5. }
f d c"I- a;D'=O .. bO

?& Ed * 3+

c?sa:e
Yo X bI)
Ec',d.8i s':b
ffEE
b .5..r E 69'=eY nieP Es

dv\)A

E+A: tr

? 5 ,:4"
iE EEb'5r^E a9.=-oY nH L> (l)J
fi.oJ h b0
I g 

- 
9v

F-
N

cr| c't
\n rat

v N

\o
b0 b0

d
b0o
d
e

bo
Id P P

ro
ra)
cl s \o

co v

t

H

o
o
C)

o
6o

a
(D

6

ti

.9Eja (.)

6

L

rix

a

x0go
.E5h
€'E at 8E
;'F=

x{go
H *,=

.964
H'E a*8q
a a.;;

cO
k

o
(J

()

O

H

P.E
x(s

f

(.)

xd:

G

o'-:
PI^J()

= xp
h .ffrli t

'i C€

o,tr s
v!?(l)
= xp
h.Fff<

CI

v
O(J X

N

X
cr|

c.l

X
co

X
cq

X
co

c.l $ (a)

os
I
o
J
os
o-
tr'sq
os
c[
a!
(rt

sFI
Et
o
CL
tr
s-o
t0
g
CL|!-oq
I

sf
olz
Gs
:fs(''
o
tr
(!
E
o
\0
o(J
o

rc,
o

x
Highlight



Fr;r

o-

cn

v
v

@

lr;
oo

c.l

la)

oo
c.t oo

-E." if n- d
f;s* i:=gr *eN
E€sEiiEsq iHE=ii tH i+ c $* -€ s FF
es5&sE$SF flsEE

.i^
-''l 'daE
.:N
cd '(J

"?dEK 5cFH
Yqa)
EFA{6X

^oo

a a&

IEpp
.()J! H

.+ ^OE6=
= dJ<
a-Y
i. do.
HEun55E
9 Ea
al\@

N co

bo
I- b0

oo

rH

a

()

q

d
O

HA
oo

(J
HN

k()-
Cd

u)

X

ts

N
rrl

ca

I

C)q
fl

frl

I
HL

o
-H

t-'':

x
Highlight

x
Typewriter
Заличени данни на основание чл. 37 от ЗОП

x
Typewriter
Заличени данни на основание чл. 37 от ЗОП

x
Typewriter
Заличени данни на основание чл. 37 от ЗОП

x
Typewriter
Заличени данни на основание чл. 37 от ЗОП

x
Typewriter
Заличени данни на основание чл. 37 от ЗОП

x
Typewriter
Заличени данни на основание чл. 37 от ЗОП

x
Typewriter
Заличени данни на основание чл. 37 от ЗОП


