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AOTOBOP

Ne 53 /16.10.2020 r.

Huec 16.10.2020 rox. B rp. JoOpud, Ha ocHoBanue wI. 112 u cif

OOIIECTBCHUTE IIOPBHYKH, CE CKITFOYN HACTOAIUAT JOTOBOP MCKAY.

"MHOTI'OITPO®UIIHA BOJHHUIIA 3A AKTMBHO JIEUEHUE-
rp. loOpuy, che cemaimine U afpec Ha ynpapiaeHue: rp. Joopuy, yiu. “Ilanai

ten. 058/600160, dakc: 058/600414, e-mail: oblb@bergon.net, EUE
npenacraBasgsago ot a-p eopru MutkoB XKers3KkoB — IPOKYPHCT Ha JpYyIKecT
BBH3JIOXUTEI

4!

"MEJIEKC" OOJI, cbc cemammme B rp. Coduda, agpec Ha Y

. OT 3akona 3a

JIOBPUY" ALl
0T Xutos" 24,
(124141302,
BOTO, HApUYaH

MpaBJICHUAC! C.

CeeroBpaueHe, IL.K. 1252, yi. "Hasnap Botisoma" Ne 48, EVIK 131268894, npejicraBisiBaHo

or Emun Anexcannpos Jlanes u Bemasap AHToHOB [Iparoes, ompenieieH 3a
Pemenuie Ne 15/ 31.03.2020 roa. Ha BB310XUTENS Cliel IPOBEACHA IPOLEay]
Ha oOmecTBena nopbuka Tum "orkpura" Ne 00083-2020-0008, ¢ mpenamei

JocTaBKa Ha JIEKAPCTBEHM TpoAykTé 3a Hyxaure Ha ,MBAJI — JloGpuy®
N3ITHJIHUTEJL

Crpanute ce criopasyMsxa 3a CJIeIHOTO:
NPEAMET HA JOI'OBOPA 1 IEH!

Unen 1.(1) Bw3noxurTensar Bb3Iara, a M3menourendT mpueMa
JOCTaBKA HA IICKAPCTBEHWTE MPOAYKTH IO O06ocobena mosmmua Ne 1:

H3IIBJIHATEN C
a 3a BB3JIaraHe
: Ilepuoguuna
A]Jl, Hapn4aH

Jla W3BBHPIIBA
JlexkapcTBeHHn

npoxykTH - 06mu, HomeHkiaaTypu Ne Ne 30, 31, 35, 36, 40, 86, 106, 129,
160, 167, 168, 169, 175, 181, 183, 184, 186, 187, 188, 190, 193, 199, 205, 234

259, 264, 267, 273, 291, 306. ITo o6ocobena mozunust Ne 4: .JIeKachBeH+|

135, 151, 159,
, 239, 247, 257,
MPOAYKTH 32

AHATM3HO JedeHue, HoMeHKJIaTypH Ne Ne 2 m 11, 3a KOHTO € nofai ofpepra B OTKpUTATA

mpouenypa 3a BEL31araHe Ha O6II[€CTBCH3_ IIOpHYIKa.

(2) JlocTaBeHuTEe IEKapCTBEHHM MPOIYKTH CE 3aIUIAINAT ChHI
npeaIoxkeHue Ha V3nbIHuTe s, KaKTo Clie/iBa:

1CHO IICHOBOTO
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OGocoGena mozuuust Ne 1-
JIEKAPCTBEHH MPOIYKTH- 001IM
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MO1A
C06
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m

sol.inj

15

mg/1,5
ml

mg

6400
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K,
Solution
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injection
, 15 mg/
1,5 ml,
mg,
Pack: 5
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®apma
EOOJ,
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oben
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0,8200

3
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E17
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sol.inj
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mg
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Solution
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Pack: 5

AS
KALCEKS,
JlarBua/AS
KALCEKS,
JlaTBusg
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inhalat
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liquid
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ml

150
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100%,
Inhalati
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Belgium/bBa
KCTEP
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Boenrapus

779,40

129,9000

40
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1
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r for
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n for

1000

mg

Thiopen
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Panphar
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Powder

Panpharma,
Dpanums/P
anpharma
France,
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injecti for Dpanuwst
on - solution
for
injection,
' 1, g, Pack:
E ) 10
| COTAB | Metopro | solutio | 1 mg | 20 |METOCO
.02 lol n for | mg/ml R,
' tartrate | injecti | - S ml Solution | Anudapm
on for EAJL,
injection, | Bearapus/A
1 mg/ml - | muapm
5ml mg, |EAL:
86 Pack: 10 | Bearapus 10| {33,201 3,3200
B0SBCO | Mannito | sol.for | 100g/l | mg 500 |MANNIT
1 1 inf. -500 OL
i ml BAXTER
10%,
Solution
[ for
i infusion, | Bieffe
! 100g/l- | Medital
500ml, |S.p.A,
] mg, Pack: | Italy/Bakcre
20 p bearapus
/erbriena | EOO/,
106 Oanka/ Brirapus 20| (63,00 3,1500
A02BC | Lansopr | gastro- | 30 mg | 7000 | LANSOP |[HoGex
03 azole | resista ROL, dapma
nt Gastro EOO[,
capsul resistant | Bearapus/H
es, - capsule, oben
hard hard, 30, | ®apma
mg, Pack: | EOOJL, .
129 28 Beirapus 28 6,58 | 0,2350
AO03FAOQ | Metoclo | sol.for | 10mg/ | mg | 8500 |Degan, Lek
1 pramide | inj. 2ml Solution | Pharmaceut
for . icals d.d.,
injection, | Cnopenus/b
10 mg/2 |ecra Men
[ ml, -, EOO[J,

135 | Pack: 25 | boarapus 25| (15,80 | 0,6320
| AOSBA L- infusio | 5000m | 10ml | 400 |HEPA- Merz
[ 00 Ornithin | n g MERZ, |Pharma
! e-L- concen ' Concentra | GmbH &
| Aspartat | trate te for Co.KGaA,
| e solution | Germany/M
5 for erz
: infusion, | Pharmaceut
| 5000mg/1 |icals
| 0 ml, mg, | GmbH,

151 Pack: 10 | T'epmanus 10| 96,50 | 9,6500
| BOSBBO | Eledtrol | solutio | 1000 | ml | 300 |[PLASMA |Bieffe '
| 1 ytes!/pH | n for -LYTE Medital
' 7.4/ | infusio 148 (PH |S.A,

n 7.4), Spain/Bakcr
Solution |ep
for brirapus
infusion, |EOO/I,

159 | 1000, ml, | bearapus
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Pack: 1

BO5BBO | Electrol | solutio| 500" | ml | 100 |PLASMA

1 ytes /pH | n for -LYTE |Bieffe
7.4/ | infusio 148 (PH | Medital
n 7.4), SA,
Solution | Spain/Bakct
for ep

infusion, | Beirapus
500, ml, |EOOM,

160 | ' . Pack: 20 |Bwmrapms | 20| 27.20 | 1,3600
BO1AB | Heparin | sol. | 25000 | IU | 4500 Warsaw
01 Inj. Heparinu | Pharmaceut

m WZF, |ical Works
Solution | Polfa S.A.,
for Tlonma/War
injection, |saw
5000IU/m | Pharmaceut A
I=5ml, ical Works
11U; Pack: | Polfa S.A., -

167 10 Tonma 10| 142,50 4,2500
B0O1AB | Nadropa | solutio | 3800 | IU | 6200 ' Aspen
06 rin n for Notre Dame
injecti de
on ‘Bondeville,

Fraxiparin | France

e solinj. | GlaxoSmith
9500 anti- | Kline
XaTU/ml |Plarmaceuti
=0,4ml, |calsS.A,
Solution | [oxma/Asp
for . en Pharma
injection, | Trading
3800, IU, | Limited,

168 Pack: 10 | Mpnasmus 10| 24,40 | 2,4400
BO1AB | Nadropa | solutio | 5700 | IU | 7200 Aspen
06 tin n for Notre Dame
injecti de
on Fraxiparin | Bondgville,

e.sol.inj. | France
9500 anti- | GlaxoSmith
XaIU/ml |Kline

- 0,6 mlx |Plarmaceuti

10, cals S.A.,
Solution | ITomma/Asp
for en Pharma

injection, | Trading
5700, TU, |Limited,

169 Pack: 10, | Mpnasmust 10| 37,40 3,7400
BO3AC Iron | solfor| 50 mg | 700 | COSMOF
06 () - inj. | mg/ml ER;. -
hydroxi -2ml Solution
de for. .. |Pharmacos
dextran injection/i | mos A/S,
complex nfusion, | Denmark/P
50mg/ml | harmacosm
i -2,ml. | o0sA/S, A ;
175 Pack: 5 . | Denmark /5| 43,90 8,7800
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C05BBS5 | Sodium | sol.for| 50g/9| g 10000 | GLUCOS
6 Chloride | inf. g/l- E 5% +
/glucose 500 ml SODIUM
CHLORI
DE
0,9%Baxt
er,
Solution
for
infusion, | Bieffe
50 g/9 g/l | Medital
-500ml, |S.p.A,
g, Pack: | Italy/bakcte
20 p Brarapus
/creritena | EOOJ,
181 Ganka/ Brirapus 20| 18,20 0,9100
B05SBBO | Sod.chlo | sol.for| 500 | ml 250 |Ringer
1 ride,Pot | inf. Lactate
. assium Baxter,
i chloride, Solution . | Bieffe
‘- Cale.chl for Medital
oride ‘infusion, | S.piA.,.
Lactat 500, ml, |Italy/Bakcte
Pack: 20 | p Beurapus
/creknena | EOO/, |
183 Oanka/ .+ | Bearapus 20| 23,00 1,1500
BO05BBO | Sod.chlo | sol.for| 500- | ml | 800 |Ringer -
1 ride,Pot | inf glass Baxter,
assium bottle Solution
chloride, for
Calg.chl infusion,
oride 033 g/ Bieffe
0.3 g/ 8.6 | Medital
g1-500 |Sp.A.,
ml, ml, Italy/bakcre
Pack: 20 | p Bwarapus
: /cThkitena | EOO/,
184 | | Oanka/ Buarapus 20| 18,20 0,9100
| BOSCBO | Sodium | sol.for| 9g/I- | ml | 8900 |Sodium
1 chloride | inf [100ml| : Chlorid’
Baxter
0,9%,
Solution
for
infusion, |Bieffe
9mg/mi - | Medital
100'ml,. | S.p.A,
ml, Pack:, |Italy/Bakcre
50 p Bouarapus
| [eThkiena | EOO]I,
186 | Oanka/ Brarapus 50| 30.50| 0.6100
BO5CBO | Sodium | sol.for| 9g/l- | ml | 5000 | Sodium
i chloride | inf. |250 ml Chlorid
Baxter Bieffe
[ 0,9%, Medital
" Solution | S.p.A,,
! for Italy/bakcte
| infusion, |p Bbarapus
‘ 9 mg/ml - | EQOM,. .- ny
187 | 250ml, | Benrapns’ 30| 22,561 0,7500
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ml, Pack:
30
/cTbKIIEHA
OaHka/

BO5SCBO | Sodium | sol.for| 0,9% | ml 900 | Sodium

1 chloride | inf. -500 Chloride
-glass ml - Baxter
bottle glass 0.9%,
bottle Solution
for Bieffe

infusion, | Medital
9g/1-500 {S.p.A.,

ml, ml, Italy/Bakcte
Pack: 20 | p beirapus
/creiuteHa | EOO/I,

188 : Oanka/ Bwarapus 20| 17,20 0,8600
BO5CBO | Sodium | sol.for| 0,9% | ml 5500 | Sodium i
1 chloride | inf. |- 1000 _ Chloride
ml Baxter

0.9%, ;. |Bieffe
Solution | Medital

for . S.A,,
infusion, | Spain/Bakct
9g/1 - ep

‘ 1000 ml, | Beorapus
| ml, Pack: | EOO/I,

190 | 10 /cax/ | Beirapust 10| 13,50 1,3500
BOSAA | Human | Soluti 200 g/l| ml 100 | HUMAN
01 Albiimi | on for | - 100 ALBUMI
n infusio| ml N-200g/1
n Baxalta,
Solution
for Baxter AG,
infusion, | Austria/Bax
200 g/I- |alta
100 mi, Innovations
ml, Pack: | GmbH, 74,500
193 Jip. AgcTpus 1| 74,50 0
B0O5CX | Glucose | solutio | 10%- | ml | 1300 |[Glucose |,.
01 ‘ n for | 500ml Baxter ;
a infusio 2 10%, Bieffe
I n Solution | Medital
- for - |S.A,
i infusion, | Spain/Bakcy
| 100 g/1- |ep

500 ml, g, | Bearapus
Pack: 20 | EOO[,

199 /cax/ Brarapus 20| 24,80 1,2400
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BO5SBRO | Alanine, | solutio | 1000 | ml 5
1 Arginin | n for
! infusio
Aspartic n
acid,Glu
tamic
acid,
Glycine,
Histidin
€,
Isoleuci
ne,
Leucine,
Lysine
acetate,
Methion
ine,
Phenylal
anine,
Proline,
Serine,
Threoni
ne,
Tryptop
hane,
Tyrosin
<
Valine,
Sodium
acetat,
Sodium
glycerop Periolimel
hosphat NA4E, Baxter S.A.,
e, ' Emulsion | Belgium/ba
' cacium for KCTep
: chloride, infusion, | BwJrapus
' dihydrat 1000, ml, | EOOM, 27,050
205 | e, Pack: 1 Bsarapus 1| 127,05 0
| JOICRO | Amoxici | powde | 1000 | mg | 2400 | AMOKSI
2 llinand | rfor mg/ KLAV,
enzyme | solutio | 200 Powder
inhubito | nfor | mg for Lek
r injecti ' solution | Pharmaceut
on/ for icals d.d.,
infusio injection, | Slovenia/Le
n 1000 k
mg/200 | Pharmaceut
mg, mg, | icalsd.d.,
234 Pack: 5 Slovenia 51 16,50 | 3,3000
JO1DBO | Cefazoli | powd.i| 2000 | mg 700 | CEFAZO
4 no, nj. LIN
PANPHA | PANPHAR
RMA 2 G, | MA
Powder Laboratorie
for ... ' |s,
solution France/PA
_ for NPHARM
| injection, | A
: 2000, mg, | Laboratorie -
239 | Pack: 10 |s, France 10| 121,00, 2,1000
!, |
N | 7
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JOIDCO | Cefurox | tablets | 500 | mg 150 HoGen
2 ime ®apma
AKSEF |EOO[I,
500, Bearapus/H

Film-coat | oGen
ed tablet, | ®apma
500, mg, |EOO/,

247 Pack: 20 | Bparapus 20| 16,40 | 0.8200
JOIDH | Imipeéne 500 | mg [ 900 |Imipenem
51 m/cilast | powde | mg/50 Cilastatin
atin rfor | Omg Panpharm
solutio a, Powder | PANPHAR
n for for MA
infusio solution | Laboratorie
n _ for S,
infusion, |France/PA
500 NPHARM
mg/500 A
mg, mg, |Laboratorie
257 | ..., | Pack: 10 |s, France 10| 70,50 7,0500
JOIMA | Levoflo | solutie | 5 | mg | ‘400 |Flexid, |-
12 xacin | nfor | mg/Anl| .. " " |Solution: |Lek
infusio | - 100 for Pharmaceut
n ml: infusion, |jcalsd.d

5 mg/ml - | CroBeHIA/S
100.ml, -, |andoz.d.d.,

259 Pack: 1 CroBenus 1 4,60 | 4,6000
JOICR | Piperaci | powde 4 g 2500 | Piperacili
05 llin&Ta | rfor | g/500 n )
zobacta | solutio| mg Tazobacta
m n for mi: .
‘ injecti | - Panpharm
on/ a, Powder
infusio for . -, . | Panpharma
n solution | Laboratorie
for s,

injection, | France/Pan

4 /500 pharma
. mg, g;- Laboratorie
264 ‘ Pack: 10 |s, @pammus | 10| 44,00 4,4000
JO1XA | Teicopla 400 | mg 10 | Planitec,
02 nin powd. | mg powder
and and
solv. solvent
for for
solutio solution
n for for
injecti injection/i | Lek .
on nfision or | Pharmaceut
oral icals d.d.,
solution, | CmoBeHMs/S
. 400, mg, |andozd.d., 30,050
267 Pack: 1 - | CiioBeHus 1| 30,05 0
JO2AC | Flucona | solutio 2 mg 250 |Diflazon,
01 ~ zole nfor | mg/ml Solytion ,, | KRKA,
. | infusio | - 100 for d.d.,
n. ml injection, | CioBenus/
2mg/ml - | KRKA,
100 ml, d.d., 13,800
273 mg,. Pack: | CnopeHmst . 0
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!
1 |
A11DB | Thiamin | sol.for | 100mg | 2ml | 2200 | Neiraxin
0 e inj. |,100m B,
chl./Pyri 2,1000 Solution
doxine ,20mg for
hydr./Cy injection,
anobala 100
min - mg/100 AS.
/Lidocai mg/1 KALCEKS,
n hydr. mg/20 JlatBusi/AS
mg/2 ml, - | KALCEKS,
291 | 3 ,Pack: 5 | JlatBusa 5| 4,70 0,9400
VO8AB | Iopamid | solutio| 370 | mg | 200 |SCANLU |
04 . ol n for | mg/ml X 370, Sanochemia
‘ injecti | - 50ml Solution | Pharmazeut
on for ika AG,
injection, | Austria/San
et 370 mg” [ochemia |
. .. |Uml-50 |Pharmazeut |
: - |ml,mg, - |ika AG, : 16;500
306 Pack: 10 | ABcTpusa 10| 165,00 0
O6ccobera nosuumna Ne 4- nekapcTBeHM NPoAYKTH 3a !

OManusHo neyeHue e : - . - : |

2 3 4. 5 | 6 | 7 8 9 0] 11 | 12

2 |HO5SBX | Cinacalc | tablets | 30 mg 1300 Teva |
01 et "~ | Pharma
B.V.-
Hunepnann
usi;Merckle
GmbH -
I'epmanms;
T T PLIVA
Hrvatska
d.o.0. - |
Xapearus; T
eva
Cinacalcet | Operations
Teva, Poland
Film Sp.z.0.0. - |
coated IMonma/Tes |
|

tablet, 30, |a
mg, Pack: | ®apmacior
30 . HKBIIC

2,6000
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Brirapus
EOO/I,

Brrrapus

11 | VO3AE |Sevelam | film- | 800 | mg | 13000 | Sevelamer

02 o er coated Sandoz, | Synthon
tablets Film Hispania
coated S.L.,
tablet, Hcnanns/Sa

800, mg, |ndozd.d., 18
Pack: 180 | Cimopenus 0] 115,92 0,6440

| (3) Ilporsosmara cTOHHOCT Ha JOCTABKAaTa, IIOCOYEHH B ITOKYMCHTAIHATA 3a
o0lLiecTBeHa TOPHUKa He MOPaXaT 3aIb/DKEHAE 33 B3moxuTens na ru 3a1<yrm B IIOCOYCHUA
o0eM,
(4) 1lpu HEOOXOAMMOCT 3asBEHHUTE KOJIWYECTBA MOTAT 1Ia OBAar HaJIXBBPJICHH
KakTO ¥ Jia 3asdBsBa HOBU, KOUTO HE ca BKItOYeHH B [Ipuioxkenue 1, HO ca B M3MbIHEHHE HA
norosopa . Ilox ,,HOBY BUIOBE ce MMa IPEIBUA’ 3aMsIHA Ha JIEKAPCTBEHHS ITPOLYKT TIPeIMeT
Ha IIOpBYKara oT lIpunoxenne 1 npu cHpaHe OT IPOM3BOACTBO W/HIM BHOC, 3AIMYABIHE QT
[UIC ¢ eKBnBaJIeﬁT ca BKIKYeHH B CHuchbKka, MOpaXJa 3aibiKEHHE 34 JIOCTABKA CHC
C’bHIGCTByBaH.IO npyro CBC ChIATA reHeana ; ;

.CPOKOBE W HAUYMH HA HJIAH_IAHE

Unen 2 ‘CpoxsT Ha HACTOSIIIAS I{OI‘OBOp ¢ 12 (nananecer) Meceha OT JlaTata Ha
MOIIIUCBAHETO My WM JI0 CH3JaBaHETO Ha YCJIOBHS 3a JOCTAaBKA ciest npone)szaHeTo Ha
UCHTIPaJIM3UPAHA  €IIEKTPOHHH ThProee. J[OTOBOPBT NPOABIDKABA [EHCTBHETO CH IO
CKITIOYBAHETO Ha ,I[DTOBOp C IpyT U3MBIHUTEN CIIEA HPOBEKIIAHE Ha onecqua HOpBYKA.

| Hien 3. Illocodennute B wi. 1 JIEKapCTREHH HPORYKTH Iie 6Lna1r JIOCTABSIHU OT
VisirsiamTens Ha B%anommem{ B CpoOK 0T 24 (z[Ba,z;geceT g, qempn) qaca,’ cqe;.( BaH.BHBaHe'I{O
HM.

YUnen 4. [Ipmkumata Ha VBUBIHATENIS CyMa 110 BCSKA OT/ISTHA JOCTABKA IIIe obae
mraTena ot BesnoxwuTens no OankosaTa cMeTka Ha V3nbiauTens B cpox 1o 60 (mectaecer)
KaJeHJapHU JHHU CITE 1 '

bDauHka:

I AN: | ...

Usien 5. CpoKBT HA IOJIHOCT HA JIOCTABEHHTE JIEKAPCTBEHH IPOAYKTH TPsOBa 11a €
He mo-KpaTek oT 60 % (mectmecer mpoleHTa) OT 00U CPOK HA TOZHOCT KBbM MOMEHTA Ha
JOCTaBKaTa.

MﬂCTQ HA HW3ITBJIHEHWE U ITPEMMHABAHE HA COBCTBEHOCTTA

Uien 6. 3a MSCTO Ha JMOCTABAHE Ha IJIEKAPCTBEHUTE MIPOJYKTH Ce onpenem
“MBAJI-J{o6puy” AI[ rp. JloOpu, yi. “llanaiior Xuros” Ne 24, sBeHo ,,bomuyno alTeKa’”.

" Unen 7. CoGCTBEHOCTTA | Bl,pxy JIOCTaBSHATE JIEKAPCTBEHH MPOAYKTH H PUCKBT (;T
IBIHOTO WIA YaCTHYHOTO UM IOTUBAHE IPEMUHABA BHPXY BB3IOKATENS OT MOMEHTA Iia
IPHEMAHETO MM Ha MSCTOTO Ha ,I[OCTaBﬂHe c aneMo HpeJIaBaTeJ'IeH TIPOTOKOTT Wi np}“r
paBHOZHAYUCH I[OKyMeHT .t ' _ : | |

HPABA? 1 3AITBIDKEHIS HA M3ITBJIHATEILS
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UYnen 8. (1) BIBIHATENST € MIBXKEH Jia CKIIOYH JOTOBOP 32 NOAH3ITHIHEHHE,
KOraro € OOJBHII B 3asBIIEHUECTO CH 33 YYACTUE IOJI3BAHETO Ha TMOAM3IBIHUTEL B cpok 103
JHH QT CKJIIOYBAHETO HA JOTOBOP 34 MOJU3ITBIHCHUE MM HA JONBIHUTEIHO CIOPa3syMEHHE
3a 3aMsHA HA MOCOYECH B 3asBJICHUETO ITOJM3IBIHHUTEN H3IIBIHUTEIIT M3Ipalna KOMHe Ha
JIOTOBOpa MK Ha JQIBIHUATEIHOTO CIIOPa3yMEHUE HA BB3IIOXKUTENS 3aCIHO C JI0KA3aTeICTBa,
4e ca U3IIBIHEHU YCIoBusATa 1o wi. 66, air. 2 u 11 ot 30I1.

(2) Homu3nbenHUTENUTE HSAMAT NHPaBO Ja IPEBB3arar €QHA WM IIOBEYE OT
JefinocTrTe, KOUTO ca BKIIIOYEHH B IpeMeTa Ha JOTOBOpPA 3a MOAM3IBIHCHHUE,

(3) HezaBucuMo OT BB3MOXKHOCTTA Ja C€ HM3IIOJI3BAT HO,H,HBH'E-HHI/ITCJ'IPI
OTTOBOPHOCTTA 34 U3IIBIHEHUE HA JIOTOBOPA 3a OOIIECTBeHA IIOPHUKA € HA 3ITbIHUTes .

(4) Be3nokwrensT HAMa Ja U3BBPIIBA TUPEKTHH  pA3IUIAIAHUS
HOJIHU3ITBIHUTEITUTE .

Ynen 9. VI3SIBIHUTENAT € MIBXKEH Ja JIOCTaBs JIEKAPCTBEHH IIPOIYKTH, KOHTO
HMaTl pa3peillcHWe 3a YIOoTpeba WM yIOCTOBEPEHHE 3a PETHCTpAIlis Ha JIEKAPCTBEHH
HpoxykTd mo 4wi. 23, am 1 or 3JIIIXM m oTroBapaT Ha H3UCKBAaHUSATA 34 Ka4eCTBO,
GesomacuocT 1 eduxacHocT o 3JITTXM:;

Unen 10. Llenara Ha JICKapCTBEHUTE MPOIMYKTH TPsGBA J1a OTTOBAPS HA CICIHUTE
U3UCKBAHUS, LB,

1. IMpennaranara ieHd Ha JIeKapCTBeHI/ITe TPOMYKTH, KOWTO ¢a BKIIIOYECHH B
Ho3uTHBHUSA JIGKapCTBEH CIIMCHK H 3aLIAJAHK C MYOIUYHA CPE/CTBA, 1A HE € TO-BUCOKA OT
peryiupaHara [eHa Io HpI/IJIO)KeHI/Ie No. 2 or HJIC . IIocodyeHa B KomoHa M (cToHHOCT Ha
OIIAKOBKa, H3YMCICHA Ha 0a3a pe(bepeHTHa CTOHHOCT 3a ,ueqmnnpaHaTa JHEBHA J1034).

2. IIpenjraranara neHa Ha JIeKapCTBeHHTe IpOXyKTH, H3BBH Te3u 1o T. 10.1., na qe
€ TO-BHCOKAa OT MperelHaTa (MakCyMalHara NPOJAXHA LeHA HA ApeOHO), TOCoYeHA B
PervicTbpa Ha MaKCHMAIHHTe IIPOAAXHNA, LEHH Ha JEKAPCTBEHUTE IPOTYKTH, OTIYCKAHH Ge3
JIEKApCKo TPEATMCAHNEe B MAKCHMATHUTE NPOJAKHM IEHE Ha JEKAPCTBEHUTE NPOAYKTH,
OTILYCKaHH 110 JICKAPCKO IIPEAICAHIE (Pemcnp Ha, l'Ipe}IGJIHI/ITe T{CHH).

UYrnen 11 B ciygaute, xorato, H?:H’_BJIHI/ITGJISIT JOCTaBsl JICKapCTBEHU npox[ylcm,
CBABPXKAIE HAPKOTHYHM BCINECTBA, TE3H JICKAPCTBECHH MPOAYKTH TpsbBa Ja OTTOBapsT Ha
M3HUCKBaHUsTA HA WI. 68 oT 3KHBIIL.

nen 12 VI3IBIHUTENAT € UIBKCH I[a Hsz[a,ue B cp01< daxTypa 3a JOCTaBEHHTE
NICKapCTBEHH PO YKTH.

TIPABA U 3A/[bJDKEHIST HA BB3JIONUTEIS

Unen 13.(1). Beanoxuremir uMa IpaBo fa IPoBepsiBa KOJMYECTBOTO HA BCAKA
OTZICIHA JIOCTABK4, KaTo IIPH YCTAHOBABAHE HAa HECHOTBETCTBHE € JTBXCH J1a YBEIAOMH
I/ISH’I:J]HI/ITCJIH B CpOK OT 24 gaca.

(2). . Hpn YCTAaHOBSBaHE Ha HeC’I:OTBeTCTBI/Ie B Ka4ecTBOTO Ha I[OCTaBeHI/ITe
JeKapCTBEHH HpOlI[}’KTI/I Bu3noxurensr e z[m,meﬁ ma yBe}I(OMI/I I/ISII’I:J'IHI/ITCJBI B CpPOK OT 24
yaca.| ‘

3). HGCBOTBCTCTBI/ICTO Ha KOJ‘II/I‘ICCTBOTO 31 Ka‘-ICCTBOTO CE, YCTaHOBABA C
IIPOTOKOJL, ChCTABEH OT KOMHCHSI, C’bCTaBCHa ot ,HJI’.BXCHOCTHI/ITC Jna Ha ]Bxsno}m'renx

i (4). B cnyqaii, ge HBH’.BJ‘IHI/ITGJBIT B CPOK 70 | 24 qaca Clle/ yBeIOMSIBAHETO, 11O ail. |
W/Em 2 ocopu TITICMCHO HECBOTBETCTBUETO Ha KA4ECTBOTO, TOM MOKe Jla MCKa HppBepKaTa
My oT YI'LITHOMOIIEH OPTaH I 1n1abopaToOpHL.

Unen 14. Bp3oXATENAT € JTBKEH [ 3aILIaTH YTOBOpEHAT4 IICHA B pasMepa, 110

Ha‘H/IHa " B CpOKa,, onpe,ueneHH B HACTOANTHUSA I[OFOBOp | |

HEVCTOUKHA
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Uien 15.(1) Ilpu 3a6aBa Ha HocTaBKa OT cTpaHa Ha M3NBIHUTENS ¢ oBeYe oT 24
)gBaz:ecer U 4eTHPH) Yaca, B3joxuTenaT nMa mpaso J1a HOIy4YH HeyCToHKa B pasmep Ha 0.1
(Hyna 10, ¢HA JIeceTa) Ha CTO OT CTOMHOCTTa Ha 3a0aBeHaTa JIOCTaBKa 3a Beekd 24 uaca
sa0ana,

(2) Tlpr ycraHOBsBaHE Ha HECHOTBETCTBHE B KOIMYECTBOTO, I/ISIJI’BJ'IHI/ITCJBIT e
ATBKEH Ja JOCTaBH JIMIICBAIOTO KONMYECTBO NPH CIIe/IBAIaTa JOCTaBKa, a IIPU IOMCKBAHE
OT ctpaHa Ha Bb3noxurens B cpok oT 24 yaca. [IpuW HewsmbIHEHHE Ha TOBA 3aIBIDKEHHE
Br3noxuTenar uMa. IpaBo Ja IOTyYH HEYCTONWKA B pasMep Ha 5 (IeT) Ha CTO OT CTOMHOCTTA
Ha JIICBAIIOTO KOJIMYECTBO. :

(3) Ilpm ycraHOBsiBaHE Ha HECHOTBETCTBHE B Ka4deCTBOTO, M3mMBIHUTENSAT €
MTBKEH J1a JIOCTABH JIEKAPCTBCHH IPOAYKTH € YTOBOPEHOTO KAYECTBO Iy Clle/iBaIaTa
)IOCTaBKa a TIpH IOHCKBAHE OT CTpaHa Ha BB3IOXHTENss B CPOK OT 24 gaca. [lpu
HCIASHLI{HeHI/Ie Ha TOBa 3aibIDKCHHE BB3NOXHUTEIIT MMa IpaBo Aa MOJy4YH ‘HeyCTOI/IKa B
pa3Mep Ha 5 (IIeT) HA CTO OT CTOWHOCTTA Ha HEKAUECTBEHATA JIOCTABKA. ‘

‘ (4) B ciiyuante mo anusen 2 1 3, ako M3IBIHUTENAT HE IOCTABH JIOTOBOPEHOTO,
BD3I0XHTEIAT UMa NPABO 1a 3aKyIH HEOOXOMUMHTE MY JIEKApPCTBEHH NPOAYKTH : OT JPYyT
JIOCTAaBYHK, KATO pasluKaTa MeX/y LieHaTa IO 710TOBOpa H ,uencmmenﬂo 3alarTeHara neHa.e
3a cMeTKa Ha M3mbaHuTeNs.

Wien 16.(1) Ilpu orkas Ha M3obenHATENS 12 JOCTABU 3asSBEHATE MY JICKAPCTBEHH
IPORYKTH WM 1Ipu 3abasa mosede oT 48 (deTupumeceT U oceM) yaca, BranomurenstT uma
TIPaBO [1a 3aKYIIK HEOGXOIAMHATE My g‘{EKapCTﬁéﬁI(I .nponyKrH OT JIPYT JIOCTaBYHK,

| (2) B ciryuante 0 IIpeXO/HATA ATHHES PA3IMKATA MEXIY EHATA [0 JOTOBOPA U
AEHCTBUTENHO 3a1iaTeHaTa e a € 3a CMeTKa Ha M3msiHuTerIs.

! Uner 17.(1) Ilpy pocraBka Ha JIEKapCTREHM IIPOJYKTH, CPOKBT HA TOAHOCT HA
KOUTO € 10-KpaTBK (0T CpoKa Ha 4L 5, U3IBIHHUTENAT AB/DKA Ha BB3JIOKUTEINS HEYCTONKA B
pasMep, KaKTO CleBa:

i 1. mpu jlocTaBKa ChC CpPOK Ha PO,I[HOCT or 9. 99 zlo 50 % ot o0mus cpok Ha
roasocT — 5 % (IeT MpOIeHTa) BBPXY CTOMHOCTTa Ha JOCTaBKAaTa;

2. mpu JlocTaBKa ChC CpOK Ha TomHOCT OT 49.99 1o 40 % or obmms: cpok Ha
FOI[HO(”I — 10 % (ziecer mpoueHTa) BEPXY CTOHHOCTTA Ha JOCTaBKaTa;

! 3. IpH JOCTaBKa CbC CPOK Ha FO,I[HOCT OT 39.99 10 30 % ot obmus cp01< Ha
F?ﬂHOCT — 30 % (Tpunecer npoueHTa) BBPXY. CTOI/IHOCTTa Ha JIOCTaBKaTa,

‘ 4. mpu jlocTaBKa ChC CPOK Ha IOIHOCT, OT 29 99 10 20 % OT ofImusl CpoK Ha
rofHocT — 60 % (ilmecTaecer IMpoIIeHTa) BBPXY CTOMHOCTTA HA JOCTABKATA,

o 5. TIpy 10CTaBKa ChC CPOK Ha I'OJHOCT mox 20 % OT 00mMs CpOK Ha FOAHOCT — 90
% (meBeTmeceT mMpoIEeHTa) BBPXY CTOMHOCTTA Ha JOCTaBKaTa.

(2). locraBkarta Ha JIEKapCTBEH MPOAYKT CBC CPOK HA TOHOCT no-kpatbk ot 40 %
OT OOIHsL CPOK Ha TOXHOCT Ce U3BBPIIBA C3MO CIe/I MOTHBHPAHO PEIICHHE HA PHKOBOAUTEIS
Ha BE3MOXUTCIT 3a KOHKPETHOTO KOJIMYECTBO., Bes M3PUYHOTO THCMEHO ChITIacHE Ha
pbroBO/IMTES Ha BB3noxurens JIeKapCTBeHI/ITe HpOIIYKTI/I He ce 3amnamar Ha Vsmenaurers.

} UYnen 18. Bu3noxuresst HMa TIPaBo Ia MCKa, o6esmeTeHHe B ITBJCH pasMep Ha
BPEJIATE, KOUTO.€ TIPETHPIIAT B PE3Y/ITAT Ha 3a6aBeHaTa 1/HIIH HeKadeCTBEHATA JOCTaBKa.

} ‘ ‘Unen 19. Ilpu 3ab6aBa Ha IJTAIIAHE OT chaHa Ha BB3I0XHTENs, OCICIHAAT
,u*bn Ku Ha M3nbiaHuTeNns HeyCTolKa, B pasMep Ha 3aKOHHaTa JIAXBA.

- Unen 20. Heycroiikute, 06e31eTEHNATa H IIEHOBHTE PA3IUKH 1O Wi, 16, al. 2

\
Morar jia ObJ1aT yIbpKaHH OT BCAKO IBDKHMO Ha 3IbIHHTEIS UTaWane,

[IPEKPATSIBAHE HA JIOTOBOPA
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Uien 21.(1) JIoroBopsT ce MpeKpaTsaBa: . l

l. ¢ usTnyane Ha cpoka, 3a KOHTO € CKIIOYEH, OCBEH B CIyJaHTe M0 WI. 2, H3.
BTODO; }
2. mpu CB3NABaHETO Ha YCNOBHS 32 [OCTaBKa CJ€[ NPOBEKIAHETO Ha
HIEHTPATU3UPAHM CICKTPOHHHA THPrOBC;

3. KOrato ca HACTBIIMIA CHINECTBEHH l'IpOMeHI/I BBB (HMHAHCHPAHETO Ha
ofuIecTBeHaTa TOPhUKa — NPEAMET HA JOTOBOPA, M3BHH MPABOMONIMATA Ha Bbamoxutelis,
KOHTO TOH HE € MOT'hJI WilM HE € OMJI JUIbKeH Jia TIPEIBAIK WK Ja IIPEOTBPATH — ¢ THCMEHO
yBeIOMIIeHHe 0T B3okutens, Beanara cjiesl HaCTHIBAHE Ha 0OCTOSTENCTBATA,

4. TIpy HAaCTHIIBAHE HA HEBMHOBHA HEBB3MOXHOCT 32 M3ITBIHEHHE B pe3ynrar Ha
HETIPENIBU/ICHO WU HETPETOTBPATHMO CHOMTHE OT M3BBHPEACH XapakKTep, BE3HUKHAIO CJIE.
CKJIFOYBAHETO Ha JOroBOpa (,,HEMPEoJ0IMMa CHIIa™) 32 CPOK IMO-ABIBI OT 30 [HH.

(2) DBu3noxuTeNsT MOXE [a IpeKparH J0roBopa 6e3 INpeau3BeCTHE, C
yBEIIOMJICHUE, U3IIPaTeHo, 10 3mbIHATES:

1. Ip¥ CHUCTEMHO HEM3IBIHEHUE Ha JOCTABKUTE HA JIEKAPCTBEHH IPOAYKTH IIO
KOJIMYECTBO HM/MJIA KAueCcTBO OT cTpaHa Ha M3mbianurens. ITox CHCTEMHO HEHM3NbLIHEHUE Ce
pa3bupa TakOBa, H3BHPIIEHO 1BA WK TIOBeYE IHTH'B PAMKHTE HA CIUH KaJIeH/IapeH Mecelr,
UITE TI0BEYE OT TPH IIBTH B PAMKUTE Ha CPOKA Ha JIOTOBOPA;

2. B ciyuaii, ye M3bIHATENST H3N0M3Ba IIOJII/ISH’BJIHI/ITGJ‘I 6e3 ma ¢ Z[CKJIapI/IpaJI
TOBa B IOKYMCHTHUTE 38 y4acCTHE, HIH M3II03Ba IOAU3IIBIHUTEIN, KOUTO € pa3iidueH OT TO3H,
KOWTO € IOCOYEH, OCBEH B CIlyJauTe,, B, KOUTQ 3aMfHATA, CHOTBETHO BKIIOYBAHETO HA
OJU3I'BJIHUTE]T € U3BLPINEHO CHC CHIVIACHETO Ha BB3noxutens u B chorBercTBHE ¢he 301 1
HACTOSIIIMA JOrOBOP;

(3) Bre3noxurensr IIperaTﬂBa ,I[OI‘OBOpa B cnyanTe mo uin. 118, an. 1 ot 3OH
6e3 Ja IBIKH OOE3ILETEHHE HA. Hsnanmem 3a IPETHPIEHH OT IPEKpaTsBaHETO Ha
JIOTOBOpA BPEJIH, OCBEH aKo npe:KpaTﬂBaHeio e Ha ocHoBaue 4. 118, am. 1, T. 1 or 30I1

APYI'MYCIIOBUSI

Unen 22.(1) Crpanute no noroBopa HE MOI‘aT 73 TO H3MEHST, OCBEH B cnyqanTe
IPEIBUICHY B UL 116 ar. 1,r.2- 6 ot 30H

(2) B cayuaii, 4e o BpeMme Ha Z[CI/ICTBI/IG Ha ,noroaopa CTOMHOCTTA Ha JIOCTaBAH
JIEKApCTBEH IIPOAYKT, ONPEAEIIEHA 110 pefia Ha Hape;:[6aTa 34 peryiypaHe U perucTpupaHe Ha
HEHUTe Ha JICKAPCTBEHUTE NPOMYKTH, YCIIOBHATA, NPABHIATA M KPATEPUNTE 34 BKIIOYBAHE,
IpOMEHHU I/I/I/IJII/I H3K/TIOUBAHE HA JICKAPCTBEHH OPOAYKTH OT MO3HTHBHHUS JIEKapCTBEH CIUCEK
H YCIOBHATA K pejia 3a pabora Ha KOMHCHSTA IIQ  [ICHHU, U peHMﬁypcupaHe HIIH TI0, peJa Ha
ApYT HOPMATHBEH | aKT, CTaHe IO-HHCKA OT , IOTOBOPEHATA, Bh3OKATENST 3am1ama
JIEKApCTBEHUS TPOAYKT II0 nozlm_cKaTga LCHa, OT NaTaTa Ha BJIM3aHETO B CHJIA HA PEIJEHHMETO
Ha PeryJIaTOpHHs OpraH.

Uen 23. Crpanute mo z[or0B0pa e pelaBaT Bh3HUKHAINTE IIQ HUBIIBIHEHUETO
CIIOPOBE TI0 B3aNMHO CBITIACHE, & aKO TOBA € HEBB3MOXKHO 110 pejia Ha TTIK nipest JoOpuaKust
OKPBXKEH ChH/I.

tnen 24. 3a BCHYKM HEYPENEHN TI0 HACTOSIIKA JOTOBOP BBIIPOCH Iiie ce npmlaraT
pasnopeﬂGHTe Ha 3OH 33]1, T3 1 Apyrute OTHOCHMY HOPMATHBHH aKTOBE, e

Qen 25.(1). 3a BAIMOHA aJpecH 3a TpHEMaHe Ha ChOOLIEHMS, CB'Bp3aHI/I <
HaCTOSIHUS ,D;OFOBop Ce CMATAT aJPECUTE, MOCOYECHH B HAYAIOTO Ha IOrOBOPA.

(2). Ilpu OpoMsiHa Ha HAHHUTE IO NpEeIXOJHaTa ANKHEs, ChOTBETHATA CTPaHa €
JUTBXKHA [(@ YBEIOMH JIpyTara B TPHIHEBSH CPOK OT MPOMSAHATA.

Bt ) o]
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Ilpy moxmucBaHero Ha Hacrosumus JIoroBop ce mpejAcTaBdXa CrIeTHHATE
JIOKYMEHTH:

- 32 obcTosTeNnCTBaTa 0 WI. 54, ai. 1, T. 1 ot 3011 - CBHAETENCTBO 33 CHAMMOCT;

- 33 0GCTOATENICTBOTO IO WI. 54, ai. 1, T. 3 ot 3011 - ygocToBepenue 3a IMIICa HA
IyOJIMYHY 3abIDKEHES, H3AaI6HO OT OPraHuTe 0 IpUX0JMTe; yaocToBepeHue ot OOmuHa
rpan oOpuu 3a junca Ha OyONWYHH 3a]bJDKEHHSA; YOOCTOBEPEHHE OT OOLIMHATA IO
CelaNMINeTo Ha yJYacTHUKA 34 JINTICA Ha IMyOIMYHY 3a1hDKSHHS,

- 33 00CTOATENCTBOTO MO Wi. 54, an. 1, T. 6 - yIOCTOBEpEHHE OT OpraHWTE Ha
Nsnpnaurenna arennus "[1aBHa nHCHEKIH Mo Tpyaa'”;

‘ - Cepruukar 3a npuiarase W HOJIbPXKaHE Ha CHCTEMA 3a YIpaBlicHHE Ha
kagecTBoTo EN 1SO 9001:2015 m/mma EN ISO 13485:2016 w/niu eKBHBaNeHTHA, B 061aCTTa
Ha IIPOM3BOJICTBOTO /WM THPTOBUSATA C JISKAPCTBECHH MPOIYKTH;

1 - Pazpemienue 3a IPOU3BOACTBO 1O Wi. 196, an. 1 or 3JIIIXM, B ciyqarTe KoraTo
yqacn:HHKLT € IPOM3BOJUTENL U IIPeIara JIEKaApCTBEHUTE MPOYKTH, KOUTO IPOU3BEXKIA, HITH
Ha Paspemenue 3a BHoc mo wi. 196, an. 2 ot 3JIIIXM, B ciyyanTe KOTaTo YYacTHHUKBT €
BHOCHTEJl ¥ TPEJIara JICKapCTBEHUTE POyKTH, KOMTO BHACS;

- Jexnapamua mo wi. 59, am. 1, T: 3, ot 3MUIIL mo 3axbmxuTensus  oGpasern
HpHJIO)KeHI/Ie Ne 3 or 06pa3uHTe I[OKYMeHTI/I Ha ,IIOKyMeHTaI.II/DITa 3a yHacTHe.

KBbM HacTOSIMKA AOTOBOP C2a NPUJIQKEHH: -

LWL R

1. TexauuecKOTO/MIpeIoKeHre HA V3TBIHATEN;
2. llenoBoTo npginoxenne Ha 3npaHATE N,

/" /J
Hacrogmmusar n; 0BOp cCE 9’1§C 4BH B TpH CJ'J,HOOGpa?;HH CK3CMILIpa, €IWH 34

CBI'JIACYBATEIIL:
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Ilpunoscernue Ne 1 —3a0vaxcumenen oopazey
Ilpeocmaea ce no écaka 060cobena no3uyUa, 3a KOAMo ce Hodaesd ohepma

[IEHOBO NPEVIOJKEHWE 3A N3ITJIHEHNE HA ITOPBUYKATA

IIo 000co0ena mo3unna Ne 1

or ,MEJIEKC* 00/
cbe cemanmime B ceao CperoBpavane, obmmnaa CroamyHa W agpec Ha
ynpasiieae c¢. (CeroBpauane, m.K. 1252, paitor Hosu HMekbp, oOmuna
Cromuuita, o6nact Codust — rpan, yi. ,,Yasaap Boisoga“ Ne 48 |
EWK / BYJICTAT 131268894 |
Ipex -p Emun Anexcanapos /lanes '

EI'H KayecTBOTO MY Ha yIPaBHTEJ

HpeI[CTaBSIM OEHOBO IIPESATTONKCHHEC TI0 HOMCHKIIATYPUTC, | IOCOYECHH B
IIpUIoXeHara H3BaaKa OT Cmucrka Ha o0ocoOeHHTE IIO3WIIUA U HOMEHKJIATYPHTE, 3a
CBOTBCTHATA O6OCQ6,CH8, IIO3HIINUA, 3a KOATO IMpEACTaBAM O(bepTa.

[Tpunaram mombnHeHa u moamucaHa m3Bagka oT Cnucbka Ha 060COOGEHHTE
IIO3WINY A HOMEHKIIATYpHUTE, 33 CHOTBETHarTa o0ocoOeHa MO3WIHA, 3a KOATO IPe/ICTaBsIM
odepra. ;
IIpunaraM u3Ba/Ka ¥ Ha MATHUTEH HOCHUTEN (IHUCK). |

B usseaoxama om Cnucvka Ha 060cobenume NO3UYUU U HOMEHKIANYPUME 30
cvomsemnama 060cobera nO3UYUs, 6CeKy YHACMHUK e Obdicer 0a RONBIHU NOOMOLTHO 34
6CAKA 3A 6CAKA HOMEHKIAMypa, 34 KOAMO Y4aAcCmea: i

Konona 8: Tvpzosckomo naumenosanue Ha 1exapcmeenus, NpOOYKM, USNUCAO HA
NamuHuya. .
Konona 9: Iipoussooumen / npumesicamen Ha paspeuwienuemo 3d ynompeba na
NleKApPCMEEHUS. NPOOYKM.
Konona 10: Konuwecmeomo e onaxoéxkama - 6poii Ha maﬁ.-'l}emz,r, amnynu,
!
|
|
.

BMECHMUMOCT UNU OP. MAPKA.
Kononua 11: Ilena na onaxosra ¢ ns. 6e3 JJJIC.
Konona 12: IJena 3a mepna edunuya 6 1s. 6e3 JJIC.

ME

[}
[loamuc Ha IpEACTaBIABAIIIOTO JIAIIC U II€HaT! A
N

=
(m-p Evun Anexcasnpos JIaHeB, YHpaBuTen)
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Ipunoscenue M 2 — 3a0vncumenen obpazey
IIpedcmasa ce no ecaxa obocobena nosunus, 3a Koamo ce nodasa oepma

TEXHUYECKO NPEAJOXEHWUE

ITo 060coGena mozmmusn Ne 1

INoanucarnsT a-p EMui AaexcaHapos —B Ka4yeCTBOTO
cu Ha ynpasuten Ha , MEJAEKC* OO/, cre cefamine ceno BETOBPAYCHE U ajipec HA

yIpaBJCHUE C. CBeTOBpaane k. 1252, paiton Hosu Ucksp, obmura CTonnuHa, o6aacT
Cous —rpag, yn. ,,Yasmap Botisoma® Ne 48, EVK 131268894

TIPEJJIATAM CJIEAHUTE VCJIOBHST:

1. Jlexmaprpam cpok Ha BaIMAHOCT Ha odeprara, HO He HO-KpaTeK OT 3 (Tpm)
Mecela OT ZiataTa, KoATo € IOCOYeHa 3a /1aTa Ha II0JlaBane Ha odeprara: 3 (Tpu) mecema.

2. Tlpuemam cpoka Ha W3MBJIHEHHE HA MOpBUKaTa: 12 (mBanazecer) Mecena ot
CKJIOYBAHETO Ha JIOrOBOPA.

8l HpHeMaM Cpoka 3a muamane: xo 60 (wectmecer) KaJIICHIAPHH JTHH OT
H3BBPIIBAHETO Ha JOCTABKATA U U3AABAHETO HA (AKTypa OT M3IIBIHUTEIIS.

4. ITpuemam cpoxa Ha nocraska: J[o 24 (1Bamecer u YEeTHPH) Yaca OT MOMEHTa Ha
3agBJBAHETO OT CTPAHA HA BBH3JIOKHUTEII.

5. Ilpuemam cpoka Ha rommocT: He mo-mMamko ot 60 % or obmara rogHOCT B
MOMEHTA Ha JJOCTaBKa.

6. I[EKHAPHPAM, Y€ JIOCTaBSIHHUTE JIEKAPCTBEHN IPOYKTH:

6.1. umar paspemieHne 3a ymotpe6a WM yAOCTOBEPEHHE 3a perucTpanus Ha
JIEKapCTBEHM IPOLYKTH 110 . 23, ai. 1 ot 3JIIIXM;

6.2. OTrOBapsAT HA M3UCKBAHMATA 33 KAYECTBO, GE30IACHOCT H edukacHocT 110
3JMIXM.

7. AEKJIAPUPAM, 4e npeiaranara IieHa Ha JIEKAPCTBEHITE IIPOJIYKTH, KOUTO
ca BKJDOYCHH B HOSI/ITI/IBHI/ISI JCKapCTBEH CIMCHK W 3aIUIAIaHN ¢ ITyONMYHM CPEJICTBA, HE €
O-BHCOKA OT perylHpaHaTa [eHa 1Mo [Tpunoxenue Ne 2 ot ITJIC, mocodena B xomona M
(cToiiHOCT Ha OTAKOBKA, H3YHMCIICHA Ha 0asa pedepeHTHA CTORHOCT 32 Ne(DHHUpPAHATA THEBHA
J1034).

8. HpHeMaM JAa U3IIBJIIHAIBAM BCHYKU H3UCKBAHUS Ha BB3JIOYKHUTEIA, IIOCOUYEHHU B
OG?IBJICHI/IGTO U TOKYMEHTAaIUATA 34 ydacTue.

9. Jlexiiapupam CBITIACHETO CH € KIAY3UTE Ha ITPUIIOKEHHS IPOEKT HA JIOTOBOD.
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10. B ciyuaii, ye 6b1a ompesneneH 3a H3IBIHATEN HA IIOPBYKATA, CE 3aAbIKABaAM,
IIpH  MOAMHCBAHCTO HA JIOTOBOPA 3a OOLIECTBEHA MOPBUKA, A TNPENCTABI AKTYATHH
JOKyMEHTH YAOCTOBEPSIBATIY JTMIICATA HA OCHOBAHWS 3a OTCTpaHsIBaHe OT IPOIEIypaTa,
KaKTO ¥ CHOTBETCTBHETO C IIOCTABEHUTE KPUTEPHUH 3a IIOAOOD:

10.1. 3a obcrosrencreara no wm. 54, am. 1, . 1 ot 30I1 - CBHUJIETEJICTBO 32
CBIMMOCT, H3JIAJIEHO B 6-MeCceUHuS CPOK Ha BAJIHJHOCT [IPEIH IIPEICTABIHETO;

10.2. 3a: obcrosrencroTo 1Mo wi. 54, an. 1, T. 3 or 30II — YIOCTOBEPEHHUA 34
JIMILCA Ha MyOJIMYHY 3a/(h/DKSHHS, M3I3/ICHH OT OPTaHUTE 10 TIPUXORHTE, 0T OGIHHA rpan
Jlo6pud ¥ 0T 06IIKHATA IO CEATTHINETO HA YIaCTHHKA,

10.3. 3a oGerosrencTporo 1o Wi 54, am. 1, T. 6 - YIIOCTOBEPEHHUE OT OPTAHUTE HA
Wsibnautensa areHnus "I aBHa HECTEKIHS O Tpyna";

10.4. Ceptudukar, yZOCTOBEpsBAI BHEAPEHA CHCTEMA 34 VIIpaBIEHHE Ha
kagectBoro EN ISO 9001 m/mmz EN ISO 13485/13488 w/mmu CKBMBAJICHTHA, ¢ 00XBaT B
oOJsacTTa Ha IPOU3BOJICTBOTO W/HIIA THPTOBHSATA C IGKAPCTBEHH MPOYKTH;

10.5. Paspemnrenue 3a mpousBoACcTBO o ui. 196, ax. 1 oT 3JIIXM, B ciyuante
KOTaTO YYaCTHHKBT € IIPO3BOZIMTEN M Tpejiara JIEKApCTBEHHUTE IPOJYKTH, KOUTO
IPOM3BEXTIA, HIH Ha Paspeienne 3a BHOC mo wr. 196, an. 2 or 3JIIIXM, B ciygante KoraTo
YYaCTHHKBT € BHOCHTEIN U IPEjIara JIEKApCTBCHUTE MIPOIYKTH, KOUTO BHACS

10.6. Hexnmaparms mo ui. 59, an. 1, 1. 3, BBB Bp. ¢ wr. 53, an. 2 or 3MWII no
3aaBIDKATEN A 00paser IIpunoxenne Ne 3 or o6pasuure JOKYMEHTH Ha JIOKYMEHTAIUATA 32
yJacTHe. :

3abenescka: Yoocmosepenusma no mouxu 10.2 u 10.3 mps66q 0a ca usdadeHu
cned damama Ha omkpueaﬂemo Ha npoyedypama.

(2-p Emmn Anexcannpos Jlanes, ynp
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Ilpunoosicernue Ne 2 — 3adviicumenen oopasey
IIpedcmassn ce no ecaxa 060cobena nO3UYUA, 30 KOAMO ce nodasa ohepma

TEXHHUYECKO NPEAJOXEHUE

ITo 060coGena mo3umus Ne 4

[Topmucarust a-p Emun Anexcanapos Janes, ETH — B Ka9€CTBOTO

cu Ha ynpasuren Ha ,, MEJTEKC* OO/, cie cenanume ceno CBeToBpateke 1 axpec Ha
YIIPaBIICHHUE C. CBeTOBpaane K. 1252, paiton Hosu Mcksp, oOmuna CTonuuna, obnacT
Cotus —rpag, yin. ;Hasnap sotisoma“ Ne 48, ENK 131268894

[TPEJJIATAM CJIEJHUTE YCIJIOBUS:

1. lexnapupam cpok Ha BaMMAHOCT Ha odeprara, HO HeE no-Kparek ot 3 (Tpm)
MECEIIA OT /1aTaTa, KOATO € OCOYeHa 3a /laTa Ha moJjaBaHe Ha odeprara: 3 (TpH) Mecena.

2. Ilpuemam cpoxa Ha M3MBIHEHHE Ha mOphukara: 12 (BaHajecer) Mecemna oT
CKJIFOYBAHETO Ha JOTOBOPA.

3. Ilpuemam cpoka 3a mmamawde: g0 60 (mectmecer) KaJICHAAPHA JHU OT
H3BBPIUBAHETO HA JIOCTABKATA M U3JJABAHETO Ha (PAKTypa OT U3IBIHUTEIIS.

4. Ilpuemam cpoka Ha goctaBka: Jlo 24 (1BameceT M UeTHpH) daca OT MOMEHTA Ha
3adBABAHETO OT CTPaHA HA BH3JIOKUTEIL.

5. Ilpuemam cpoka Ha rogHoct: He mo-mamko ot 60 % or o01mara romgHoCT B
MOMEHTA Ha JOCTABKA.

6. IEKJIAPYPAM, de nocTaBsHATE NEKAPCTBEHH IPOLYKTH:

6.1. umar paspemenue 3a ymoTpeba WM yJOCTOBEPEHHE 3a pEerHcTparus Ha
JEKApCTBCHM IIPOAYKTH 110 wi. 23, an. 1 ot 3JIITXM;

6.2. OTrOBAPAT HA M3UCKBAHMATA 33 KA4ECTBO, GE30TMACHOCT M e(DUKACHOCT 110
JJTXM. !

7. JEKJIAPUPAM, ue mpejyiaraHara IeHa Ha JIEKapCTBCHUTE IIPOJYKTH, KOUTO
ca BKINOYCHH B 1]03MTHBHYS JIeKapcTBEH COHCHK ¥ 3allIALNAHY C MyGIMTHE CPECTBA, HE €
T0-BHCOKA OT PEryJIHpaHaTa ICHA 110 [Mpunoxernue Ne 2 ot ITJIC, mocouena |B xomona M
(CTOHHOCT Ha OIAKOBKA, U3YKCIIeHa Ha 6a3a pedepeHTHA CTOMHOCT 3a nehuHMpaHara [HeBHA
J103a).

8. HpI/IeMaM Ad U3IIBJIHABAM BCHYKHU H3HUCKBaHHUA HA BB3JIOYKHTEIE, IOCOYCHHU B
O6$IBJICHI/ICTO U TOKyMCHTaluATa 3a yJacTHe.

9. Ilexiapupam CBITACHETO CH ¢ KIIAY3UTE Ha PHIIOKEHAS TIPOEKT Ha JI0TOBOP.
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10. B cmydaii, ye 6bia onpeneneH 3a H3BIHATET Ha IIOPBYKATA, CE 3aIBIIKABAM,
pA  IOMMHMCBAHETO HA JOTOBOpPa 3a OOIIECTBEHA TOPHYKA, Ja NPEACTABS AKTYAIHH
AOKYMCHTH yIOCTOBEPABAIK JIMIICATA HA OCHOBAHHS 33 OTCTPAHSBAaHE OT TPOIELYparTa,
KaKTO M ChOTBETCTBHETO C MOCTABEHUTE KPUTCPHH 32 MOAOOP:

10.1. 3a obcrosrencteara mo um 54, an. 1, 1. 1 or 3011 - CBHJIETEJICTBO 34
CBHJUMOCT, H3JaACHO B 6-MECCUHHS CPOK HA BATHTHOCT IIPEU TIPENCTARIHETO;

10.2. 3a obcrosTencTBoro mo un. 54, ar. 1, 1. 3 or 3011 — YAOCTOBEpPEHHS 34
JIca Ha MyOINYHH 3aJbIDKCHUA, H3Ja/CHU OT OPTaHHUTE IO npuxoaure, ot OOmuHa rpaj
Hobpud 1 OT 06IIMHATA II0 CeamuIeTo Ha YYaCTHHKA,

10.3. 3a obcTostTencTBoTo Mo . 54, an. 1, 1. 6 - YAOCTOBEPEHHE OT OpraHuTE Ha
VsbnauTenna arernus " aBHa MHECTEKIHS TI0 TpyHa';

10.4. Cepru¢uxar, ymocroBepsBail BHEIPEHA CHCTEMA 33 yIpaBjieHHe Ha
kagectBoro EN ISO 9001 w/mmm EN ISO 13485/13488 w/wmu CKBHBAJICHTHA, ¢ 00XBar B
00I1acTTa Ha IPOU3BOJICTBOTO H/HIIM THPTOBHSATA C JIEKAPCTBEHH IPOAYKTH;

10.5. Paspemenue 3a npomssojcteo mo um. 196, am. 1 or 3JIITXM, B ciIyqanTe
KOTaTO ~yHaCTHUKBT € MPO3BOAMTEST M INpPE/Iara JIGKAPCTBEHHTE HPOIYKTH, KOHTO
Npou3Bexaa, uik Ha Paspemenne 3a BHOC mo wi. 196, ai. 2 or 3JIIXM, B cnygaure Koraro
YYaCTHHKBT € BHOCUTEN U IIPE/IAra JIEKApCTBEHUTE MPOIYKTH, KOUTO BHACH,

10.6. Mexnaparms mo wr. 59, am. 1, 1. 3, BEB Bp. ¢ wi. 53, am. 2 or 3MMUII no
3aAbIDKATENHAS oOpasen Ipunoxenne Ne 3 o oGpasiuTe JOKyMeHTH Ha JIOKyMEHTAIAATA 3a
y4acTue.

3abenescka: Yoocmosepenusma no mouxu 10.2 u 10.3 mpabea 0a ca uzoadenu
cied oamama Ha OMKPUBAHEMo Ha npoyedypama.
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Hpunosicenue Ne 1 — 3a0vnncumenien obpasey
Hpeocmasa ce no écaka 060co6ena NO3UKUA, 30 KOAMO ce nodasa ogepma

IIEHOBO IIPENJIOKEHUE 3A U3IIbJITHEHUE HA TIOPHYKATA

ITo o0oco0ena mo3umusa Ne 4

or ,MEJEKC“ OOJI

cbe cemanuiie B ceno Ceeroppauane, oOmuHa Crom4Ha M agpec Ha
ynpasienue c. CeroBpadame, K. 1252, padion Hosm Wckbp, obumna
Crommuna, obnact Codust — rpag, yi. ,,Yasmap BoiiBona“ Ne 48

EUK /BYJICTAT 131268894

npencraeissan oT A-p EMua Anexcanapos lanes

ErH _ B KQUECTBOTO MY HA yNpaBHTEJ

Hpe,I[CTaBSIM IIEHOBO IPCHAIIOXKCHHWE 10 HOMCHKIATYPHUTC, |IIOCOUYCHHM B
IIpAJIOKEHATA I/ISBfaI[Ka or Cromuchka Ha 000COOCHUTE TO3UIUU U HOMCHKIIATYpHTE, 3a
CHOTBETHATA 000COOCHA TIO3UIH, 3a KOATO IPCACTaBIM O(bepTa.

[Ipwmaram nomsiHEHA W HoAmMcana m3Bagka oT Cnmchbka Ha 000cOOeHUTE
MO3WINKM U HOMEHKJIATypHTE, 3a ChOTBETHATa 000COOCHA MO3UIMSA, 33 KOSTO TPEACTaBIM
odepra.

[Tprnaram #3Bajika M Ha MATHUTCH HOCHTE (JIHCK).

B uzeaoxama om Cnucvka Ha 000cobenume no3uyuu U HOMEHKIAmypume 3a
cvomeemuama 060cobena no3uyus, 6CeKu YUACMHUK e ObAHCEH 04 NONBIHU HOOMOEIHO 3a
6CAKA 30 6CAKA HOMEHKAAMYPQ, 3d KOAMO YHACMEd:

Konona 8: Tvp206ckomo HAUMeHO8AHUE HA JIEKAPCMBEHUSL NPOJYKIMN, USHUCAHO HA
JIAMUHUUA. |

Konona 9: Ipouzeodumen / npumedicamen Ha paspeuienuemo 3d ynompeba Ha
JLeKaAPCMBERUS NPOOYKM.

Konona 10: Konuwecmgomo 6 onakogkama - Opoti Ha mabiemu, amnyiu,
GMECMUMOC UMY Op. MAPKA.

Konona 11: Ifena na onaxosxa 6 a8. 6e3 JJJ/IC.

Konona 12: IJena 3a mepna eounuya 6 18. 6e3 JJJJC.

Tomiic Ha IIpeACTaBIABALIOTO JIUIIE U 1eYaT:. . [ ¥

(n-p Emun Anexcannpos JlaHes,
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