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OBABJIEHUE 3A IIOPBYKA
Jdupexrusa 2014/24/EC / 3011

[]TIpoexT Ha ob6saBieHME
X O6sBnenue 3a my6iukysane

PA3/AEJI I: Bb3JIAT'AILl OPTAH

I.1) HaumeHoBaHue U agpecu 1 (MoJisA, mocoYeTe BCUYKHU Bh3JIaraifd Opranu, KOUTo
OTTOBaPAT 3a MPOIeaypara)

Odunuanno HaMMeHOBaHUe: HaruoHasneH perucrpaiioHes HoMmep: 2
MEAJI IO-p Tora Benxoma A]] 107507217

[Tomencku azpec:
yin. IO-p Wnuer HeTckusa 1

I'pan: ko NUTS: ITomeHncku Kox: Jbpkasa:
T'aBbpoBO BG322 5300 BG

JIune 3a KOHTAKT: Tenedon:

Mmiena MoppmaHosa +359 66800638
EnexrponHa momia: ®daxc:
targovembalgabrovo@gmail.com +359 66800243

UHTtepHer anpec/u

OcHoBeH ajipec (URL):

http://mbalgabrovo.com/
Anpec Ha mpoduiia Ha kynyBaua (URL):
http://zop.mbalgabrovo.com/

1.2) CbBMecCTHO Bb3JIaraHe

[]JTTopbukaTa o6xBaia CbBMECTHO Bb3JIaraHe
B ciyuaii Ha ChbBMECTHO Bb3JjlaraHe, 00XBalllalllo PA3JIUYHU ABPKABU — MPUIOKUMOTO HAIIMOHATHO
3aKOHOZATEJICTBO B cdepara Ha 0OIECTBEHUTE IOPHUYKH:

[ ]lTopbukaTa ce Bb3sara OT IIEHTPAJIEH OPTaH 3a MOKYIKH

1.3) KomyHukanusa

X DoxymenTarnusra 3a o6IecTBeHaTa IOPHUYKA € AOCTHIIHA 32 HEOTPAHUUEH U IThJIEH MPSK Oe3IIaTeH
moctbi Ha: (URL)
http://zop.mbalgabrovo.com/auction/252

[]docrbbt 0 MOKyMeHTaNMsATa 32 0OIIeCTBEHATa [TOPhUKA € OrpaHudeH. JJOrbIHUTEIHAa HHGOPMAaua
Mozke f1a ce mosyur Ha: (URL)

JombnHuTeHA nHPOPMAanUs MoxKe 13 Ob/ie MOJIyIeHa OT
X Topenocouenoro/ure MsacTo/MecTa 32 KOHTAKT
[ ]apyr azpec: (MoJis1, IOCOUETE APYT apec)

OdepTuTe WK 3asABJIEHUSTA 3a yUacTre TPsA6Ba 1a 6bAaT U3NPATEHN
[ Jenexrponno nocpencrsom: (URL)

X ropenocouenoro/ure MacTo/mecra 3a KOHTAKT

[ 1mo enennus agpec: (MoJis1, mocodeTe APyr aapec)

[] EnexkrponHaTa KOMyHHMKAI¥s U3UCKBA M3OJI3BAHETO HA CPE/ICTBA U YCTPOMCTBA, KOUTO TI0 IPUHIIUI He
ca JOCThIIHU. Bb3MOKEH e HeOrpaHHMYEH U ITbJIeH MpsK Oe3miateH gocthl Ha: (URL)

1.4) Bua Ha BB3JIaranusa OpraH

[[]MunMCTEPCTBO MK BCAKAKDB PYT HALIMOHATIEH X IIy6anunonpaBHa opranusanus
wiy penepasieH OpraH, BKJIIIOYUTETHO TEXHHU
PErHOHATHY I MECTHH IOAPA3/IeJIEHU

[JHaumounanua uiu denepanta arenmmst/ ciayx6a [C]EBpomneiicka MHCTUTYIMA/ar€HIUA U
MeXAyHapOAHA OpraHU3aIus
[[]Pernonasen niu MecTeH oprasd ] dpyr Tum:

[ ]|PerrioHasiHa WM MECTHA areHIus / cryk6a

1.5) OcHOoBHA AEHHOCT

[]O6u1u ob1imecTBenu yeayru [JHacrausiBaHe/®)UIUIITHO CTPOMTEJICTBO U MECTA
3a OTAMX U KyJITypa

[ ]Ot6pana [ ]Conmanna 3akpuia
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Tapruna: OBABJIEHME 3A TTIOPBYKA (Bepcus 7)

[]O6wectsen pen u GezomacHoCT []Otaux, Ky/Typa ¥ BEpOUSIOBEAaHNE
[ ]Oxonna cpena [ ]O6pasosanue

[JWkoHOMMYECKH U HGUHAHCOBH JE€HHOCTH ] dpyra neitnocr:

X3npaseonassane

PA3AEJI II: ITPEIMET

II.1) OGxBaT Ha O0NIECTBEHATAa MOPBYKA

I1.1.1) HammeHnoBaHue:

,JoCcTaBka Ha JIeKAPCTBEHM MNPOAOYKTM 3a JIeUeHMEe Ha OHKOJIOTUUHU
3aboynaeaHua, 3anjgamaHm oT HB30K 3a Hyxnoure Ha MBAJ ,I-p Tora Benxora“ All
rp. I'abposo™

Pedepenten Homep: 2

I1.1.2) OcuoBen CPV kox: 33600000
Hombmautened CPV kop: 1 2

11.1.3) Bug Ha mopbuka
[ ]CtpoutencrBo D docraBku [ [Yeayru

1I.1.4) KpaTko onucaHue:

,docTaBKka Ha JIEKAPCTBEHM MNPOAOYKTM 3a JIeUeHMEe Ha OHKOJIOTUUHU
3aboynaeaHusa, 3anjgamaHm oT HB30K 3a wHyxnoure Ha MBAJ ,I-p Tora Benxora“ All
rp. I'abposo™ pazzejyieHa B 6 0Oposd NO3MUMM M CBHOTBETHUTE IONIO3ULUN,
nonpoBHoO onmcauHu B [JIABA 2 TEXHUUECKA CIHELIMOUKALINA.

I1.1.5) IIporHo3Ha o61a CTOWHOCT: 2

CroiiHocrt, 6e3 ma ce pxiaousa JIJ1C: 5760644.38 Banyra: BGN
(3a pamkosu cnopasymeHus uau OUHAMUMHU cucmeMu 3a NOKYNKU — NPO2HO3HA obwWa MaKkcumManHa
cmotiHocm 3a ysaama nPpoodesAXCUMeAHOCM Ha pamMKo8omo CnopasymeHue ual Ha JuHamuuHama
cucmema 3a NOKYnku)

11.1.6) Pasaenane Ha 000CO0E€HH MO3UIINH
Hacrosmnata nopbuka e paszeneHa Ha 000co0eH! TO3UITUU
X 1a
[JHe
Odepru morar /1a 6’pZ1aT IOAABAHH 32
X Bcuuku 060cobeHn mo3UIUM
[[Jmaxcumasen 6poii 060co6GEHY TIO3UIUN:
[ Jecamo exna o6ocobena mozumus
[[JMakcumanen 6poii 060co0EHH IO3UIMH, KOUTO MOTAT Aa O'bAaT Bb3JI0OMKEHH HA eJUH OhEPEHT:
[[IBB3naramusaT opras cu 3amassa [paBoToO Jja Bb3Jiara MOPbhYKU, KOMOMHUPALIY CIeAHUTE 060c06eHn
TIO3UIIMH WK TPYIH OT 060COOEHU MO3UITUAM:

PA3/IEJI I1.2) Onucanue / 060co0eHa MO3UIuA

I1.2) Onucanue 1

I1.2.1) HaumeHoBaHue: 2
BLOOD AND BLOOD FORMING ORGANS/KPBB U KPBBOTBOPHM OPIT'AHU

O6ocobena mo3urus N2: 1
2

11.2.2) Joabauauteaau CPV koaose 2
OcnoseH CPV kog: ! 33600000

Hombmautened CPV koz: 1 2

11.2.3) MsacTo Ha u3IrbJIHEHHE
OCHOBHO MSICTO Ha U3II'bJIHEHHE:
BosHmuHa anrteka

Koy NUTS:1 BG322

1I.2.4) Onucanue Ha O0IECTBEHATA IOPHUKA:

(ecTecTBO M KOJINUECTBO HA CTPOUTETHU pabOTH, OCTABKHU WJIN YCIYTH WIN YKa3BaHE HA MOTPEOHOCTH U
M3UCKBAHHSA)

1BLOOD AND BLOOD FORMING ORGANSBKPBB M KPBBOTBOPHUM OPI'AHU
ANTIANEMIC PREPARATIONSBO3

OTHER ANTIANEMIC PREPARATIONSBO3X

Other antianemic preparationsBO0O3XA

1.01Erythropoietin alfa sol.inj. in pre-filled syr. 10 000 IU/Iml
BO3XA0lErythropoietine /human recombinantds. (amm.)12025%8 379.67 nB.
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11.2.5) Kputepuu 3a Bp3/1araLe
X Kpurepuure mo-momy
[] Kpurepuii 3a kauectBo — Mme: / Texecr: 1 2 20
[] Kpurepwuii, cebp3an ¢ pasxonu — Ume: / Teskect: 1 20
Iena - Texxecr: 21
[] Lienara He e eMHCTBEHUAT KPUTEPUH 3a Bb3JIATAHE U BCUYKU KPUTEPHUU €A TIOCOUEHHU CAMO B
JIOKYMEHTAIUATA Ha 00IlecTBEHATa MOPBHYUKA

I1.2.6) IIporHo3Ha CTONHOCT

CroiiHocrt, 6e3 ma ce pxaousa JIJ1C: 8379.67 Banyra: BGN
(3a pamkosu cnopasymeHus uau OUHAMUMHU CuCmeMu 3a NOKYNKU — NPO2HO3HA obwWa MaKkcumManHa
cmotiHocm 3a ysaama npodeaxcumeaHocm Ha masu 060cobeHa no3uyus)

II.2.7) HpOlI’bJI)KI/ITeJIHOCT Ha mMopb4ykKara, paMKOBOTO CIIOpadyMe€HHue Win JHHaAaMHUIHa
CHUCTEMA 3a MOKYIIKH
HpO[l’bIDKI/ITeJIHOCT B MecenM: 12 1N HpOZ[’bII)KI/ITeIIHOCT B THU:

WK

Hauasnna gara: 71/ MM /TTTT

Kparina fara: Ji1/ MM /TTTT

Tasu noppuka no/jIeKy Ha TIOAHOBABAaHE HOa[ ] He

Onucanue Ha TOJHOBABAHUATA:

I1.2.9) UadopMaius OTHOCHO OTpaAaHHYEHUE 3a OpPOos Ha KaHAUAATUTE, KOUTO Ie ObaaT
IHOKaHEHH!

(c m3KITIOUEHVE HA OTKPUTH IIPOIEAYPH)

OuakBaH OpO¥ KaH/IU/IATU:
win [IpeBuieH MUHUMAasEeH OpOIi: / MakcumasieH 6poii: 2

OO06eKTUBHU KPUTEPUU 32 N300p Ha OrpaHUYeH OpOI KaH/IU/IaTU:

1I.2.10) UadopmManua OTHOCHO BADUAHTHUTE

Ille 6baaT OpHEMAaHN BAPHAHTH JOal[ ] He
1I.2.11) Vadopmanusa OTHOCHO OIIITUUTE
Omnuu Oa[ ] He

OnucaHue Ha OIIIUUTE:

I1.2.12) NHdpopManua OTHOCHO €JJEKTPOHHH KaTAJI0O3HU

[]Odeprute Tpsi6Ba na 6bAaT npencTaBeHu nof GopMaTa Ha eJIEKTPOHHU KaTaJI03U WM [1a BKIIOUBAT
€JIEKTPOHEH KaTaJIoT

11.2.13) Undopmanua OTHOCHO cpeacTBa oT EBponeiickus cbi03

Ob1miecTBeHaTa IOPBUYKA € BB BPBh3Ka C IIPOEKT U/UJIK IIporpama, dpuHaHCHUpaH/a cbe Ha[] He
cpencrBa ot EBponelickus cpo3

Unentudurkanus Ha IpoeKTa:

11.2.14) lowrbaHuTE THA THPOPMAIIA:

PA3/IEJI I1.2) Onucanue / 060co0eHa MO3uIua

I1.2) Onucanue 1

I1.2.1) HaumeHoBaHue: 2

SYSTEMIC HORMONAL PREPARATIONS, EXCL. SEX HORMONES AND
INSULINS/XOPMOHAJIHM TIPEIIAPATHM 3A CHMCTEMHO IPUJIOXEHME, C M3KJ. HA IIOJIOBU
XOPMOHIM U WUHCYJIMMHU

O6ocobena mo3urust No: 2
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11.2.2) Joabauauteaaun CPV koaose 2
OcuoseH CPV kog: ! 33600000

Hombmautened CPV koz: 1 2

11.2.3) MsacTo Ha u3IrbJIHEHHE
OCHOBHO MSICTO Ha U3II'bIHEHHE:
BosHmuHa anrtexka

Koy NUTS:1 BG322

1I.2.4) Onucanue Ha O0IECTBEHATA IOPHUKA:

(ecTecTBO M KOJINUECTBO HA CTPOUTETHU pabOTH, OCTABKHU WJIN YCIyTH WIM YKa3BaHE Ha MOTPEOHOCTH U
M3UCKBAHUSA)

2SYSTEMIC HORMONAL PREPARATIONS, EXCL. SEX HORMONES AND INSULINSH
XOPMOHAJIHM MNPEIAPATU 3A CUCTEMHO IIPMJIOXEHME, C M3KJI. HA IIOJIOBM XOPMOHU
M VIHCYJIMHUN

PITUITARY AND HYPOTHALAMIC HORMONES AND ANALOGUESHO1

HYPOTHALAMIC HORMONESHO1C

Somatostatin and analoguesHO1CB

2.010ctreotide powd. for solution for infusion 30mgHOI1CBO20CTREOTIDEG®J.
(amm.)2425%24 699.80 nB.

2.020ctreotide powd. for solution for infusion 20mgHO1CBO20CTREOTIDEG®JI.
(amm.)1225%8 232.30 xusB.

CORTICOSTEROIDS FOR SYSTEMIC USEHO2

CORTICOSTEROIDS FOR SYSTEMIC USE, PLAINHOZ2A

GlucocorticoidsHO2AB

2.03Dexamethasone sol. for inj. 4mgHO2AB02Dexamethasoneds. (amm.)5 500
25%1 815.00 nB.

1I.2.5) Kputepuu 3a Bbp3j1araLe
X Kpurepuure no-momy
[] Kpurepuii 3a kauectso — me: / Texecr: 1 2 20
[] Kpurepuii, cebp3san ¢ pasxoau — Ume: / Texxecr: 1 20
X Lena - Texecr: 21
[] Uenara He e eAMHCTBEHUAT KPUTEPHIL 32 Bb3/IaraHE U BCHUKY KPUTEPUH €a IOCOYEHHU CaMO B
JIOKYMEHTAIUATA Ha 00IecTBEHATa MOPBHYUKA

I1.2.6) IIporHo3Ha CTONHOCT

CroiiHocrt, 6e3 ma ce pxaousa JIJ1C: 34747.10 Banyra: BGN
(3a pamkosu cnopasymeHus uau OUHAMUMHU CucmeMu 3a NOKYNKU — NPO2HO3HA obwa MaKkcumManHa
cmotiHocm 3a ysaama npodeaxcumeaHocm Ha masu 060cobeHa no3uyus)

II.2.7) HpOll’bJI)KI/ITeJIHOCT Ha mopb4ykKara, paMKOBOTO ClIOpa3dyMeéHHue Win JnHaAaMHUIHa
CHUCTEMA 3a MOKYIIKH
HpOZ[’bIDKI/ITeJ'IHOCT B MecenM: 12 1N HpOZ[’bIDKI/ITeIIHOCT B THU:

WIN

Hauasnna gara: /MM /TTTT

Kparina fara: Ji1/ MM /TTTT

Tasu noppuka no/jIeXKy Ha TIOAHOBABAaHE HOa[ ] He

Onucanue Ha TOJTHOBABAHUATA:

I1.2.9) UadopMaius OTHOCHO OTpaAaHHYEHUE 3a OPOos Ha KaHAUAATUTE, KOUTO Ie ObaaT
IHOKAaHEHH!
(c m3KIIOUEHNE HA OTKPUTH IIPOIEAYPH)

OuyakBaH OpO¥ KaH/IU/IATU:
win [IpeBuieH MUHUMAasEH OpOi: / MakcumasieH 6poii: 2

OO06eKTUBHU KPUTEPUH 32 N300p HA OrpaHUYeH OpOI KaH/IU/IaTU:

1I.2.10) U opmManua OTHOCHO BADUAHTHUTE
Ille 6baaT IpHEMAaHU BAPHAHTH JOal[ ] He
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1I.2.11) Vadopmanusa OTHOCHO OIIITUUTE
Ormuu HOa[ ] He

OnucaHue Ha OIIIUUTE:

II.2.12) NHdopManua OTHOCHO €JIEKTPOHHH KaTAJI0O3HU

[]Odeprure Tpsi6Ba 1a 6bAaT npencTaBeHu nof GopMaTa Ha €JEKTPOHHU KaTaTI03U WM [a BKIIOUBAT
€JIEKTPOHEH KaTaJIoT

11.2.13) Undopmanua OTHOCHO cpeacTBa oT EBponeiickus cbi03

Ob1mecTBeHaTa IOPBYKA € BB BPBh3Ka C IIPOEKT U/UiIK IIporpama, dpuHaHCHpaH/a cbe Ja[] He
cpezcrBa ot EBponelickus cpo3

Unentudurkanus Ha IpoeKTa:

11.2.14) lowrbaHUTE THA THPOPpMAIIA:

PA3/IEJI I1.2) Onucanue / 060co0GeHa MO3UIuA

I1.2) Onucaunue 1

I1.2.1) HaumeHoBaHue: 2
ANTINEOPLASTIC AND IMMUNOMODULATING AGENTS/ AHTUMHEOIIJIACTUYHM U
VIMYHOMOIYJIMMPAIIM CPEIOCTBA

O6ocobena mo3unus N2: 3
2

11.2.2) Joabauauteaaun CPV koaose 2
OcuoseH CPV kog: ! 33600000

Hombmautened CPV kop: 1 2

11.2.3) MsacTo Ha u3IrbJIHEHHE
OCHOBHO MSICTO Ha U3II'bJIHEHHE:
BosHmuHa anrtexka

Koy NUTS:1 BG322

1I.2.4) Onucanue Ha O0IECTBEHATA IOPHUKA:

(ecTecTBO M KOJINUECTBO HA CTPOUTETHU pabOTH, OCTABKHU WJIN YCIYTH WIM YKa3BaHE HA MOTPEOHOCTH U
M3UCKBAHUSA)

3.01Cyclophosphamide powd. for sol. for inj. 500mgLO1AAQ01
Cyclophosphamidedsn. (amm.) 400

3.02Ifosfamide powd. for sol. for inj. 2000mgLOlAAO6Ifosfamidedsn. (amm.)
150

3.03Temozolomide capsules 100mgLOl1AX03TEMOZOLOMIDETabs. (xkamnc.) 300
3.04Methotrexate conc. for sol. for inf. 100mg/ml 10ml1LO1BAO1
Methotrexatedsn. (amm.) 50

3.05Pemetrexed conc. for sol. inf. 25mg/ml 40mlLO1BAO4PEMETREXED®J.
(amm.) 18

3.06Fluorouracil (conc. for) sol. inf. 50mg/ml 20ml1LO1BCO2Fluorouracil
ds. (ammm. )2 000

3.07Gemcitabine powd. (conc. for) sol. inf. 1000mgLO1BCOS5GEMCITABINE®JI.
(ammx.) 250

3.08Capecitabine tablets 500mgLO01BCO6CapecitabineTabsn. (kanc.)20 000
3.09Tegafur/Gimeracil/Oteracil capsule 20mg/5.8mg/15.8mgL01BC53
tegafur/gimeracil/oteracilrabmn. (kanc.)1l 008

3.10Trifluridine/Tipiracil tablets 15mg/6.14mgL01BC59
TRIFLURIDINE/TIPIRACILTabsa. (xkamnc.) 720

3.11Trifluridine/Tipiracil tablets 20mg/8.19mgL01BC59
TRIFLURIDINE/TIPIRACILTa6m. (kanc.) 720

3.12Vinorelbine conc. for sol. inf. 10mg/ml 5ml1LOI1CAO4VINORELBINE®JI.
(ammm.) 110

3.13Etoposide conc. for sol. inf. 20mg/ml 5ml1LO1CBO1ETOPOSIDE®J. (amm.)
200

3.14Paclitaxel (conc. for) sol. inf. 100mgLO1CDO1PACLITAXELbsm. (amm.) 300
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.15Paclitaxel (conc. for) sol. inf. 300mgLO1CDOlPaclitaxeldmn. (amm.)200
.16Docetaxel conc. for sol. inf. 20mgL01CDO2Docetaxeldsn. (amm.)100
.17Docetaxel conc. for sol. inf. 80mgLO01CDO2Docetaxeldsn. (amm.)250
.18Cabazitaxel conc. for sol. inf. 60mgL01CDO4Cabazitaxelds. (amm.)12
3.19%9Doxorubicin hydrochloride powd. disp. and conc. for disp. for inf.
50mgL01DB01Doxorubicin hydrochloridedsn. (ammn.) 36

3.20Epirubicin powd. (concentrate) for sol. for inj. 100mgLO1DBO3
Epirubicindsm. (amm.) 180

3.21Epirubicin powd. (concentrate) for sol. for inj. 50mgLO1DRBRO0O3
Epirubicin hydrochlorideds. (amm.) 260

3.22Cisplatin conc. for sol. for inf. 50mgL01XA01Cisplatinds. (amm.) 350
3.23Carboplatin conc. for sol. for inf. 10mg/ml 15ml1L01XAO02Carboplatin
ds. (amm.) 600

3.240xaliplatin powd. (conc. for) sol. for inf. 5mg/ml 20mlLO1XA03
Oxaliplatindsma. (amm.) 500

3.25Trastuzumab powd. for conc. for sol. for inf. 150mgL01XC03
Trastuzumabds. (ammr.) 50

3.26Trastuzumab sol. for inj. 600mg/5mlL01XCO03Trastuzumabdi. (amm.)100
3.27Cetuximab sol. for inf. 5 mg/ml 20mlL01XCO6Cetuximabds. (amm.) 350
3.28Bevacizumab conc. for sol. for inf. 400mgL01XCO07Bevacizumabdi.
(amm.) 300

3.29Bevacizumab conc. for sol. for inf. 100mgL0l1XCO7Bevacizumabdi.
(amz. ) 300

3.30Panitumumab conc. for sol. for inf. 100mgL01XCO8Panitumumabds.
(amm.) 30

3.31Ipilimumab conc. for sol. for inf. 5mg/ml 10ml (50mg)L01XC11
Ipilimumabdi. (ammo.) 4

3.32Ipilimumab conc. for sol. for inf. 5mg/ml 40ml (200mg)L01XCl1l
Ipilimumabdmn. (ammo.) 4

3.33Pertuzumab conc. for sol. for Inf. 420 mgLOlXCl3Pertuzumabdim. (amm.)
20

3.34Trastuzumab emtansine powd. for conc. for sol. for inf. 100mg b5ml
L01XCl4Trastuzumab emtansineds. (ammo.)24

3.35Trastuzumab emtansine powd. for conc. for sol. for inf. 160mg 8ml
LO01XCl4Trastuzumab emtansineds. (amm.) 24

3.36Nivolumab conc. for sol. for inf. 10mg/ml 10mlLO1XCl7NivolumabdJI.
(ammr.) 48

3.37Nivolumab conc. for sol. for inf. 10mg/ml 4mlLO1XCl7Nivolumabdi.
(amm.) 24

3.38Pembrolizumab powd. for conc. for sol. for inf. 100mgL01XC18
Pembrolizumabdimi. (amm.) 30

3.39Pembrolizumab powd. for conc. for sol. for inf. 50mgL01XC18
PEMBROLIZUMAB®i. (amm. )20

3.40Ramucirumab conc. for sol. for inf. 10mg/ml 10mlLO1XC21lRamucirumab
®. (amm.) 48

3.410laratumab conc. for sol. for inf. 10mg/ml 19mlLO1XC27olaratumabds.
(ammr.) 30

3.42Atezolizumab conc. for sol. for inf. 1200mg 20mlLO1XC32ATEZOLIZUMAB
®1. (amm.) 6

3.43Imatinib tablets 100mgLOl1XEOlImatinibTabsn. (xkamc.)1l 200
3.44Gefitinib tablets 250mgLO01XEQ02GefitinibTabn. (kanc.)360
3.45Erlotinib tablets 100mgLOl1XEO3ErlotinibTabim. (kamnc.) 360

NPOIOBJIX. B HON. MHOOPM.

w w w W

1I.2.5) Kputepuu 3a Bp3/1araLe
X Kpurepuure no-momy
[] Kpurepuii 3a kauectso — me: / Texecr: 1 2 20
[] Kpurepuii, cebp3san ¢ pasxoau — Ume: / Texxecr: 1 20
X Lena - Texecr: 21
[] Lienara He e eJMHCTBEHUAT KPUTEPUH 3a Bb3JIATAHE U BCUYKU KPUTEPHUU €A TIOCOUEHHU CAMO B
JIOKYMEHTAIMATA Ha O0IIecTBEeHATa IOPhYKA

I1.2.6) IIporHo3Ha CTONHOCT

VHIT: d2948544-efe-4a4f-8bbe-73ddfc48794b



Tapruna: OBABJIEHME 3A TTIOPBYKA (Bepcus 7)

CroiiHocrt, 6e3 ma ce Bxaousa JIJ1C: 5503887.71 Banyra: BGN
(3a pamkosu cnopasymeHus uau OUHAMUMHU CucmeMu 3a NOKYNKU — NPO2HO3HA obwa MaKkcumManHa
cmotiHocm 3a ysaama npodeaxcumeaHocm Ha masu 06ocobeHa no3uyus)

II.2.7) HpOll’bJI)KHTeJIHOCT Ha mopb4ykKara, paMKOBOTO ClIOpa3dyMeéHHue Wi JHHaAaMHUIHa
CHUCTEMA 3a MOKYIIKH
HpOZ[’bIDKI/ITeJ'IHOCT B MecenM: 12 N HpOZ[’bII)KI/ITeIIHOCT B THU:

WK

Hauanna gara: 71/ MM /TTTT

Kparina fara: Ji1/ MM /TTTT

Tasu noppuka no/jIeXKy Ha TIOAHOBABAaHE HOa[ ] He

Onucanue Ha TOJTHOBABAHUATA:

I1.2.9) UadopmMaius OTHOCHO OTPaAaHHYEHUE 3a OpPOs Ha KaHAUAATUTE, KOUTO Ie ObaaT
IHOKAaHEHH!
(c m3KITIOUEHVE HA OTKPUTH IIPOIEAYPH)

OuakBaH OpO¥ KaH/IU/IATU:
win [IpeBuieH MUHUMAasEeH OpOIi: / MakcumasieH 6poii: 2

OO06eKTUBHU KPUTEPUU 32 N300p Ha OrpaHUYeH OpOI KaH/IU/IaTU:

1I.2.10) U opmManua OTHOCHO BADUAHTHUTE

Ille 6baaT IpHEMAaHU BAPHAHTH JOa[ ] He
1I.2.11) Vadopmanusa OTHOCHO OIIITUUTE
Ormuu HOa[ ] He

OnucaHue Ha OIIIUUTE:

II.2.12) NHdpopManua OTHOCHO €JIEKTPOHHHU KaTAJI0O3HU
[]Odeprute Tpsi6Ba na 6bAaT npencTaBeHu nof GopMaTa Ha eJEKTPOHHU KaTaTI03| WM [a BKIIOUBAT
€JIEKTPOHEH KaTaJIor

11.2.13) Undopmanua OTHOCHO cpeacTBa oT EBponeiickus cbi03

Ob1ecTBeHaTa IOPBYKA € BB BPBh3Ka C IIPOEKT U/UJIK IIporpama, dpruHaHCUpaH/a cbe Ja[] He
cpencrBa ot EBponelickus cpo3

Unentudurkanus Ha IpoeKTa:

11.2.14) lowrbaHuTE THA THPOPMAIIA:

3.46Erlotinib tablets 150mgLO1XEQO3ErlotinibTabn. (kanc.)720
3.47Sunitinib capsules 12.5mgL01XEO4SunitinibTabn. (kanc.)180
3.48Sunitinib capsules 50mgLO01XEQO4SunitinibTabin. (kanc.)720
3.49Sunitinib capsules 25mgLO01XEQ4SunitinibTabn. (kanc.)180
3.50Sorafenib tablets 200mgLO1XEOS5SorafenibTabn. (kanc.)1l 344
[Mpomswixaea B pasznest VI mon. mMHOOPM.

PA3/IEJI I1.2) Onucanue / 060co0eHa mMO3uIusa

I1.2) Onucanue 1

I1.2.1) HaumeHoBaHue: 2
MUSCULO-SKELETAL SYSTEM/MYCKYJIHO-CKEJIETHA CUCTEMA

O6ocobena mo3unus N2: 4
2

11.2.2) Joobauauteaau CPV koaose 2
OcnoseH CPV kog: ! 33600000

Honbmautened CPV koz: 1 2

11.2.3) MsacTo Ha u3IrbJIHEHHE
OCHOBHO MSICTO Ha U3II'bJIHEHHE:
BosHmuHa anrtexka
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Koy NUTS:1 BG322

1I.2.4) Onucanue Ha O0IECTBEHATA IOPHUKA:

(ecTecTBO M KOJINUECTBO HA CTPOUTETHU pabOTH, OCTABKHU WJIU YCIYTH WIN YKa3BaHE Ha MOTPEOHOCTH U
M3UCKBAHUSA)

4MUSCULO-SKELETAL SYSTEMMMYCKYJIHO-CKEJIETHA CHUCTEMA

DRUGS FOR TREATMENT OF BONE DISEASESMO05

DRUGS AFFECTING BONE STRUCTURE AND MINERALIZATIONMOSB
BisphosphonatesM05BA

4.01Zoledronic acid powd. (concentrate) for sol. for inj. 4mg + solv.
MO5BA08Zoledronic acidom. (amm.)30025%5 727.50 nB.

Other drugs affecting bone structure and mineralizationMO5BX
4.02Denosumab sol. for inj. 120mg 1.7ml1MO05BX04Denosumabdin. (amn.)18025%
85 320.00 mnB.

1I.2.5) Kputepuu 3a Bp3/1araLe
Kpurepuure mmo-gomy
[] Kpurepuii 3a kauectso — me: / Texecr: 1 2 20
[] Kpurepuii, cebp3san ¢ pasxoau — Ume: / Texxecr: 1 20
X Liena - Texecr: 21
[] Uenara He € eAMHCTBEHUAT KPUTEPHIL 32 Bb3/IaTraHE U BCHUKY KPUTEPUH €a IOCOYEHHU CaMO B
JIOKYMEHTAIUATA Ha 00IecTBEHATA MOPBHYKA

I1.2.6) IIporHo3Ha CTONHOCT

CroiiHocrt, 6e3 ma ce pxaousa JIJ1C: 91047.50 Banyra: BGN
(3a pamkosu cnopasymeHus uau OUHAMUMHU CucmeMu 3a NOKYNKU — NPO2HO3HA obwWa MaKkcumManHa
cmotiHocm 3a ysaama npodeaxcumeaHocm Ha masu 060cobeHa no3uyus)

II.2.7) HpOll’bJI)KHTeJIHOCT Ha nmopb4ykKara, paMKOBOTO CIIOpadyMeéHHue Win JnHaAaMHUIHa
CHUCTEMA 3a MOKYIIKH
HpOZ[’bIDKI/ITeJ'IHOCT B MecenM: 12 1N HpOZ[’bII)KI/ITeIIHOCT B THU:

WK

Hauasnna gara: /MM /TTTT

Kparina fara: Ji1/ MM /TTTT

Tasu noppuka no/jIeXKy Ha TOAHOBABAaHE Oa[ ] He

Onucanue Ha TOJHOBABAHUATA:

I1.2.9) UadopmMaius OTHOCHO OTPAaHHYEHUE 3a OPOs Ha KaHAUAATUTE, KOUTO Ie ObaaT
IHOKAaHEHH!
(c m3KITIOUEHVE HA OTKPUTH IIPOIEAYPH)

OuakBaH OpO¥ KaH/IU/IATU:
win [IpeBuieH MUHUMAaJIEH OpPOIi: / MakcumasieH 6poii: 2

OO06eKTUBHU KPUTEPUH 32 N300p HA OrpaHUYeH OpOI KaH/IU/IaTU:

1I.2.10) U opmManusa OTHOCHO BADUAHTHUTE
Ille 6baaT OpHEMAaHU BAPHAHTH JOal[ ] He

1I.2.11) VHdopmanusa OTHOCHO ONIITUUTE
Ormuu HOa[ ] He
Omnucanye Ha OIIUKUTE:

1I.2.12) NHdpopManua OTHOCHO €JIEKTPOHHHU KaTAJI0O3HU
[]Odeprure Tpsi6Ba na 6bAaT npencTaBenu nof GopMaTa Ha eJIEKTPOHHU KaTaJI03| WM [a BKIIOUBAT
eJIEKTPOHEH KaTayIor

11.2.13) Undopmanua OTHOCHO cpeacTBa oT EBponeiickus cbi03

Ob1ecTBeHaTa IOPBUYKA € BB BPBh3Ka C IIPOEKT U/UJIK IIporpama, dpuHaHCUpaH/a cbe Ja[] He
cpezcrBa ot EBponelickus cpo3

Unentudurkanus Ha IpoeKTa:
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11.2.14) lowrbaHUuTE THA THPOPpMAIIA:

PA3/IEJI I1.2) Onucanue / 060co0eHa MO3uIusa

I1.2) Onucanue 1

I1.2.1) HaumeHoBaHue: 2
NERVOUS SYSTEM/HEPBHA CUCTEMA

O6ocobena mo3unust N2: 5
2

11.2.2) Joabauauteaau CPV koaose 2
OcuoseH CPV kog: ! 33600000

Hombmuautened CPV kop: 1 2

11.2.3) Msacro Ha u3IrbJIHEHHE
OCHOBHO MSCTO Ha U3II'bJIHEHHE:
BosHmuHa anrteka

Koy NUTS:1 BG322

1I.2.4) Onucanue Ha OO0 ECTBEHATA IOPHUKA:

(ecTecTBO M KOJINUECTBO HA CTPOUTETHU pabOTH, OCTABKHU WJIN YCIYTH WIN YKa3BaHE HAa MOTPEOHOCTH U
M3UCKBAHUS)

S5NERVOUS SYSTEMNHEPBHA CHUCTEMA

ANALGESICSNO2

OPIOIDSNO2A

Natural opium alkaloidsNO2AA

5.01Morphine sol. for inj. 20mg/ml 1mINO2AAQO1Morphineds. (amm.)4 00060%4
826.67 mB.

5.020xycodone capsules 10mg (6Bp30 ocBoboxmaBaHe)NO2AAQ050xycodoneTabir.
(kanc.)3 50060%495.83 nB.

5.030xycodone capsules 20mg (6Bp30 ocBoboxmaraHe)NO2AAQ050xycodoneTabi.
(kanc.)2 50060%707.50 mnB.

5.040xycodone modified-release tablets 10mg (MommbmumMpaHO
ocBoboxmaraHe) NO2AAOS50xycodoneTabs. (xkanc.)3 00060%425.00 xnB.
5.050xycodone modified-release tablets 20mg (MommduuUMpaHO
ocBoboxmaBaHe) NO2AAO50xycodoneTabs. (kanc.)3 50060%990.50 mnB.
5.060xycodone modified-release tablets 40mg (MommbmuMpaHO
ocBoboxmaBaHe) NO2AAO50xycodoneTabs. (kanc.)1l 50060%849.25 nB.
5.070xycodone modified-release tablets 80mg (MommduuMpaHO
ocBoboxmaraHe) NO2AAOS50xycodoneTabn. (kanc.)40060%452.87 nB.
5.08Dihydrocodeine modified-release tablets 90mgNO02AA08Dihydrocodeine
Tabs. (kanc.)2 50060%1 560.42 nB.

Oxycodone, NaloxoneN0O2AAS5

5.090xycodone / Naloxone prolonged release tablets 40mg/20mgNO2AA55
Oxycodone hidrochloride/ Naloxone hidrochloriderabu. (xanc.)40060%945.07
JB .

5.100xycodone / Naloxone prolonged release tablets 10mg/5mgN0O2AA55
Oxycodone hidrochloride/ Naloxone hidrochloridera6m. (kanc.)2 00060%1
182.00 mB.

5.110xycodone / Naloxone prolonged release tablets 20mg/10mgNO2AA55
Oxycodone hidrochloride/ Naloxone hidrochloridera6m. (kanc.)2 50060%2
952.92 nB.

5.120xycodone / Naloxone prolonged release tablets 5mg/2.5mgN02AA55
Oxycodone hidrochloride/ Naloxone hidrochloriderabu. (xanc.)30060%88.50
JIB.

Phenylpiperidine derivativesNO2AB

5.13Pethidine sol. inj. 50mg/ml 2mlN02ABO02Pethidine hydrochlorideo.
(ammi.)20060%280.00 snB.

5.14Fentanyl tablet sublingual 133mcgNO2ABO3FentanylTabsn. (kanc.)2 800
60%30 070.83 xnB.

5.15Fentanyl transdermal patches 100 mcg/hNO2ABO3Fentanylmmact.50060%4
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470.83 mB.

5.16Fentanyl transdermal patches 50 mcg/hN02ABO3Fentanylnnact.40060%1
788.67 1;B.

5.17Fentanyl transdermal patches 75 mcg/hNO2ABO3Fentanylnnact.45060%3
018.00 xnB.

Oripavine derivativesNO2AE

5.18Buprenorphine transdermal patch 35 mcg/hNO2AEOlBuprenorphinenjyact.
15060%631.75 xnB.

5.19Buprenorphine transdermal patch 52.5 mcg/hNO2AEOlBuprenorphine
macT.20060%1 263.33 mnB.

5.20Buprenorphine transdermal patch 70 mcg/hNO2AEOl1Buprenorphinensact.
25060%2 105.42 mB.

Other opioidsNO02AX

5.21Tramadol sol. inj. 50mg/ml 2mlNO2AX02Tramadolds. (amr.)10060%81.33
JB .

5.22Tramadol capsules 50mgN02AX02Tramadol hydrochlorideTabisn. (kanc.) 2
00060%237.50 nB.

11.2.5) Kputepuu 3a Bbp3/1araLe
Kpurepuure mo-nomy
[] Kpurepuii 3a kauectso — me: / Texecr: 1 2 20
[] Kpurepuii, cebp3saH c pasxoau — Mme: / Texecr: 1 20
X Liena - Texecr: 21
[] Lienara He e eMHCTBEHUAT KPUTEPUH 3a Bb3JIATAHE U BCUYKU KPUTEPHUU €A TIOCOUEHHU CAMO B
JIOKYMEHTAIUATA Ha 00IecTBEHATa MOPBHUKA

I1.2.6) IIporHo3Ha CTONHOCT

CroiiHocrt, 6e3 ma ce pxaousa JIJ1C: 59424.18 Banyra: BGN
(3a pamkosu cnopasymeHus uau OUHAMUMHU CuCmeMu 3a NOKYNKU — NPO2HO3HA obwa MaKkcumManHa
cmotiHocm 3a ysaama npodeaxcumeaHocm Ha masu 060cobeHa no3uyus)

II.2.7) HpOll’bJI)KI/ITeJIHOCT Ha nmopb4ykKara, paMKOBOTO CIIOpadyME€HHue Win JHHaAaMHUIHa
CHUCTEMA 3a MOKYIIKH
HpOZ[’bIDKI/ITeJ'IHOCT B MecenM: 12 N HpOZ[’bIDKI/ITeIIHOCT B THU:

WK
Hauasnna gara: /MM /TTTT

Kparina fara: Ji1/ MM /TTTT

Tasu noppuka no/jIexKy Ha IOAHOBABAaHE HOa[ ] He

Onucanue Ha TOJTHOBABAHUATA:

I1.2.9) UadopmMaius OTHOCHO OTPAaHHYEHUE 3a OPOos Ha KaHAUAATUTE, KOUTO Ie ObaaT
IHOKaHEHH!
(c m3KITIOUEHNE HA OTKPUTH IIPOIEAYPH)

OuakBaH OpO¥ KaH/IU/IATU:
win [IpeBuieH MUHUMAaJIEH OpOIi: / MakcumasieH 6poii: 2

OO06eKTUBHU KPUTEPUH 32 N300p Ha OrpaHUYeH OpOI KaH/IU/IaTU:

1I.2.10) U opManua OTHOCHO BADUAHTHUTE
Ille 6baaT OpHEMAaHU BAPHAHTH Oal[ ] He

1I.2.11) adopmanusa OTHOCHO OIIITUUTE
Ormuu HOa[ ] He
Omnucanye Ha OIIUKUTE:

II.2.12) NHdpopManua OTHOCHO €JIEKTPOHHH KaTAJI0O3HU
[]Odeprure Tpsi6Ba na 6bAaT npencTaBeHu nof GopMaTa Ha eJEKTPOHHU KaTaJI03| WM [a BKIIOUBAT
eJIEKTPOHEH KaTayior

11.2.13) Undopmanusa OTHOCHO cpeacTrBa ot EBponeiickus chi03
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OO01ecTBeHaTa TOP’hYKA € BbB Bpb3Ka C IPOEKT U/ UM Nporpama, (puHaHCHpaH/a cbe Oa[ ] He
cpezcrBa ot EBponelickus cpo3
Unentudurkanus Ha IpoeKTa:

11.2.14) lowrbaHUTE THA THPOPpMAIIA:

PA3/IEJI I1.2) Onucanue / 060co0eHa mMO3uIua

I1.2) Onucanue 1

I1.2.1) HaumeHoBaHue: 2
VARIOUS/PA3HU

O6ocobena mo3unus N2: 6
2

11.2.2) Joabauauteaaun CPV koaose 2
OcnoseH CPV kog: ! 33600000

Hombmautened CPV kop: 1 2

11.2.3) MsacTo Ha u3IrbJIHEHHE
OCHOBHO MSICTO Ha U3II'bJIHEHHE:
BosHmuHa anrteka

Koy NUTS:1 BG322

1I.2.4) Onucanue Ha O0IECTBEHATA IOPHUKA:

(ecTecTBO M KOJINUECTBO HA CTPOUTETHU pabOTH, OCTABKHU WJIU YCIyTH WIM YKa3BaHE Ha MOTPEOHOCTH U
M3UCKBAHHS)

o6VARIOUSVPA3HUA

ALL OTHER THERAPEUTIC PRODUCTSVO03

ALL OTHER THERAPEUTIC PRODUCTSVO3A

Detoxifying agents for antineoplastic treatmentV03AF

6.01Mesna sol. for inj. 100mg/ml 4mlVO3AFO1Mesnabs. (amm.)80025%13
018.22 mB.

6.02Calcium folinate conc. for sol. for inf. 10 mg/ml 10mlVO3AF03
Calcium folinateds. (amn.)3 00025%30 100.00 mnB.

6.03Calcium folinate conc. for sol. for inf. 10 mg/ml 5mlV03AF03
Calcium folinateds. (amn.)4 00025%20 040.00 nB.

11.2.5) Kputepuu 3a Bbp3/1araLe
X Kpurepuure no-momy
[] Kpurepuii 3a kauecrBo — Mme: / Texecr: 1 2 20
[] Kpurepuii, cebp3san ¢ pasxoau — Ume: / Texxecr: 1 20
Iena - Texxecr: 21
[] Lienara He e eMHCTBEHUAT KPUTEPUH 3a Bb3JIATAHE U BCUYKU KPUTEPHUU €A TIOCOUEHHU CAMO B
JIOKYMEHTAIUATA Ha 00IlecTBEHATa MOPBHUKA

I1.2.6) IIporHo3Ha CTONHOCT

CroiiHocrt, 6e3 ma ce Bxaousa JIJ1C: 63158.22 Banyra: BGN
(3a pamkosu cnopasymeHus uau OUHAMUMHU CUCMeMU 3a NOKYNKU — NPO2HO3HA 0bwWa MaKkcumManHa
cmotiHocm 3a ysaama npodeaxcumeaHocm Ha masu 06ocobeHa no3uyus)

II.2.7) HpOll’bJI)KHTeJIHOCT Ha mopb4ykKara, paMKOBOTO ClIOpadyMeéHHue Wi JnHaMHUIHa
CHUCTEMA 3a MOKYIIKH
HpOZ[’bIDKI/ITeJ'IHOCT B MecenM: 12 MJIN HpOZ[’bII)KI/ITeIIHOCT B THU:

WK

Hauasnna gara: /MM /TTTT

Kparina fara: Ji71/MM/TTTT

Tasu noppuka no/jIexky Ha TIOAHOBABAaHE HOa[ ] He

Onucanue Ha TOJHOBABAHUATA:

I1.2.9) UadopmMaius OTHOCHO OTPAaHHYEHUE 3a OPOs Ha KaHAUAATUTE, KOUTO Ie ObaaT
IHOKAaHEHH!
(c m3KITIOUEHVE HA OTKPUTH IIPOIEAYPH)

OuakBaH OpO¥ KaH/IU/IATU:
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I I1peaABNCH MIUHUMaJ/IEH OPDOH: / MaKCHUMaJICH OPDOH:

OO06eKTUBHU KPpUTEPUU 32 N300p Ha OrpaHUYeH OpOI KaH/IU/IaTU:

1I.2.10) U opManua OTHOCHO BADUAHTHUTE
IIle 6bAaT DpHEMAHT BAPHAHTH Ja[] He

1I.2.11) adopmanusa OTHOCHO OIIITUUTE
Ormuu HOa[ ] He

OnucaHue Ha OIIIUUTE:

I1.2.12) NHdpopManua OTHOCHO €JIEKTPOHHH KaTAJI0O3HU
[]Odeprure Tpsi6Ba na 6bAaT npencTaBeHu nof GopMaTa Ha eJEKTPOHHU KaTaJI03| WM [a BKIIOUBAT
eJIEKTPOHEH KaTayIor

11.2.13) Undopmanua OTHOCHO cpeacTBa ot EBponeiickus cbi03

Ob1mecTBeHaTa IOPBYKA € BB BPBh3Ka C IIPOEKT U/UJIK IIporpama, dpuHaHCHpaH/a cbe Ja[] He
cpezcrBa ot EBponelickus cpo3

Unentudurkanus Ha IpoeKTa:

11.2.14) lowrbaHuTE THA THPOPpMAIIA:

PA3AEJI III: IIPABHA, MKOHOMMYECKA, PTHAHCOBA 1
TEXHNUYECKA THO®OPMAIINA

1I1.1) YcoBu#A 3a yuacTue

II1.1.1) TogHOCT 3a ynpa:KHABaHe Ha mpodecuoHaIHATA JEHHOCT, BKIIOUYUTETHO

U3HCKBAaHUA BbB BPBb3Ka € BINCBaHETO B NPO(ECUOHAIHY NI ThPrOBCKU PEerucTrpu

CnuchbK U KpaTKO OIIMCAaHNe Ha YCJIOBUATA:

Y1l. YuacTHMUMTEe TpaAOBa Oa Ca PETMCTPMPAaHM KAaTO TBPTOBLUM HO OBITIapCKOTO
3aKOHOOATEeJICTBO MJIM IO 3aKOHOHATEJICTBO Ha IObpXaBa-djleHKa Ha EBponelickus
CBIO3, WIM ObppXabka — CTpaHa no CrnopasyMeHMeTO 3a EBpPONeNcKOTO
MKOHOMMYECKO MNPOCTPaHCTBO, M Oa MMAaT NpaBO Oa M3BLPWBAT TBHEPTOBMA Ha
enIpo C JIeKapCTBEHM NPONYKTM B CBOTBETCTBME C HopMmTe Ha 3JIIXM.
YyacTHMUMTE Cclenka Oa OpuTexaBaT BaJMIHO PaspeumeHMe 3a TBPIOBMA Ha e€Ipo
M/UIY BHOC Ha JIeKapCTBEHM NPOLYKTM, M3OmameHo oT MUAJl miu peryjiaTopeH
OpTraH Ha »Opyra ObpXabka-dJleHKa, [0 pena Ha Islasa meepera TeproBusa Ha €OpO
C JIeKapCTBeHM OpomykTm Ha 3JIIXM;

3a ymocToBepABaHe Ha TOBa OOCTOATEJICTBO ydacCTHMLUMTE CclenBa na
npenocraBy MHPoOpMaLUMA 3a C [NOCOUBAHE Ha HOMEP Ha pas3pelleHMeTo 3a
NpOM3BONCTBO/ 3a TBPI'OBMSA Ha eOpo C JekapcTBa B Yact IV: Kpurepum 3a
nonbop, Pasmesn A or EEIOII.

2. Y4¥acTHMUMUTE, KOMTO ydacCcTBaT 3a MNO3MUMM KOMTO Ca JIEKapCTBEHU

NPpOOYyKTM , CBHOBPXAalM HAPKOTUUYHM BelleCTBa TpAOBa Oa Ca PernucTpupaHy KaTo
TBHEPTOBLUM O OBJITaPCKOTO 3aKOHONATEJICTBO MJM IO 3aKOHOLATEJICTBO Ha
IObpXaBa-dJjieHka Ha EBpPONeMCKMA CB03, MIM ObpXaBa — CTpaHa Io
Crnopa3yMeHMEeTO 3a EBPONENMCKOTO MKOHOMMYECKO IIPOCTPaHCTBO, M Oa MMaT
NpaBo Oa M3BBPUWBAT THPIOBMA Ha €IPO C JIEKapCTBEHM NPOOYKTM, ChIObpXalll
HApPKOTUUHM BemecTBa, CbIJ. cn. II m IIT mo un.3 T.2 um 7.3 orT Hapemba 3a
pena 3a kjJacupmuMpaHe Ha PacTeHMATa M BelleCTBaTa KAaTO HAPKOTUUWHU B
CBOTBETCTBME C HopMuTe Ha 3KHBI /xbOEeTO € OPUIOXMMO/. YUaCTHULNUTE
cJlegBa Oa NpuTexaBaT BajaMIHa JIMLeH3Ms, M3ITaleHa NO pelda Ha 4i.32 oT
3KHBII.

3a ymocToBepABaHe Ha TOBa OOCTOATEJICTBO ydacCTHMUMTE CclenBa na
npenocraBy MHPoOpMaLMA 3a C [NOCOUYBaAHE Ha HOMEP Ha BajuiHa JIULEeH3Ud,
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n3manmeHa no pena Ha 3KHBII, kxorarto ydacTBa 3a OOCTaBKa Ha JIeKapCTBEHU
NPOOYyKTM, CBHAOBPXAUWM HaAPKOTUUYHM BelleCTBa OT NPpMJIOXeHMsa 2 u 3 Ha 3SKHBII B
Yact IV: Kpurepum 3a nombop, Pazzmemn A or EEJOII.

II1.1.2) UkoHOMHUYECKO U (PMHAHCOBO CHCTOSIHUE

[] Kpurepuu 3a og6op, KaKTo € yKa3aHo B JOKYMEHTAIUATA 32 00IecTBeHaTa IOPhUYKa

CHuChK ¥ KPaTKO OIMCAHUE HA KPUTEPUHUTE 32 TOAO0D:

BB3I0XMTENAT He NpensaBsaBa B HaCTOdAllaTa Npolelypa M3UCKBaHUA 3a
NKOHOMMYECKOTO U (QMHAHCOBO CBCTOSHME IO CMMCBJA Ha uj.61l ot 30II.
M3uckBaHO MUHUMAaJTHO/HU HUBO/a: 2

BB3I0XMTENAT He NpensaBgBa B HaCTOodAlaTa Npolelypa M3UCKBaHUA 3a
NKOHOMUYECKOTO U (QMHAHCOBO CBCTOSHME IO CMMCBJA Ha uj.61 ot 30II.

II1.1.3) Texauuecku u Npo¢eCHOHATHU Bb3MOKHOCTH

[[] Kpurepuu 3a moabop, KakTo € yKa3aHo B JOKyMEHTAI[ATa 3a ObIecTBeHaTa IOPbhYKa

CHuChK U KPaTKO ONMCAHUE HA KPDUTEPUHUTE 32 OAO0D:

1. YyacTHMKBT CJleIBa Ja OpenocTaBM MHOoOpMaLMsa 3a MINBJIHEHUM IOEeMHOCTU C
npenMeT, MIEHTMUHM MM CXOIOHM C IpelIMeTa Ha IopbukaTa ¥ obeMa KaTo
nonwjHM Cnmuceka nocodeH B Yact Yact IV: Kpurepum 3a nombop, Paszmen B,
16 or EEZOII.

CBIJIACHO MBMCKBAHMATA Ha Wwi.67, amn.5 m ajx.6 or 30l BB3JOXUTEJIAT MOXEe Ia
M3MCKa JoKasaTeJICTBa 3a WU3BBbpUeHUTe M nocoueHuTe B EEIOIl mocTaBKM BBHB
BUI HA YHocToBepeHusa/PedbepeHuun/IoToBOPU MM OPYTUM HOOKYMEHTM C KOUTO Ce
IOoKasBa TAXHOTO WUBIIBJIHEHUE

2. 3a ymocToBepsaBaHe Ha ToBa OOCTOATEJICTBO yUaCTHMUMTE CJeIBa Ia
npenocTaBaAT MHOOpMauUMsa C [IOCOUBAHe Ha BaliMIeH cepTudmkaT 3a BBBeIOeHa
cucTemMa 3a YIpPaBJIeHMe Ha KadeCcTBOTO, C 0OXBaT CBHIJIACHO IpenMeTa Ha
nopwpuUKaTa, MsBIaleH Ha MMeTO Ha yduacTHMKa B YactT IV: Kpurepum 3a nonbop,
Pazspmesn T' or EEJCI. Tasm mHPopMaLmusa Ce HONBJIBA B T. ,Ta3M MHPOPMaALUA
OOCTBIHa JIM € 0e3MnJlaTHO 3a opraHuTe oOT Oasza IaHHM B ObpXaBa UYJIeHKa Ha
ECY - Tmam oTrbensasBa ,na" 3a Oa Ce OTBOPM IIOJIETO M Oa Ce BIMIe
HeobxoomMaTa Ha BB3JIOXUTEJS MHOoOpMalLMS.

CbIJlaCHO MBMCKBAHMATA Ha Wjin.67, an.5 m an.6 or 30l BB3JOXUTEJIST MOXe Ia
MU3MCKa IokaszsaTeJICTBa 3a HaJIMUMEeTO M IpujlaraHeTo Ha CcucTeMa 3a
ynpaBJjieHrMe Ha kauvecTBOTO EN ISO 9001:2008 wmam HNO-HOB WMJIM €KBUBAJIEHTEH,
c o6bxBaT CXOHEH C INpeIMeTa Ha HacTodllaTa Ipoleldypa BBB BUI Ha
ceptudmkar. CeprmdmxaTsT TpsabOBa Oa € BaJIMIEH M Oa € M3OaleH OT
He3aBUCKMM JiMlla, KOUTO Ca aKpeIUTUPaHM IO CBOTBEeTHATa CEepUd €BPOIIelMCKU
CTaHOAPTU OT M3OBJIHMUTeJIHa areHuUud "Bwiarapcka ciyxba 3a akpenurauma" uiu
OT IOpyI' HalMOHAJIeH OpTraH IO akKpemuTaluus, KOMTO € CcTpaHa Io
MHOTOCTPaHHOTO Cllopas’syMeHMe 3a B3aMMHO IpPpM3HaBaHe Ha EBponenckarTa
opraHM3auMsa 3a akpeouTaumus, 3a CbOTBeTHaTa o060JjlacT MM Oa OTIOBApSAT HaA
VU3MCKBAHMATA 3a [IpMU3HaBaHe CBIVIACHO uYJ. 5a, aj. 2 oT 3akoHa 3a
HalMoOHAaJlHaTa akKpeOuTaluusa Ha OpraHM 3a olleHdBaHe Ha CBbOTBEeTCTBUETO.
BB3JIOXUTENIAT NpMeMa E€KBMBAJIEHTHU CepTUdMKaTM, M3OAINeHM OT OpIaHu,
YCTaHOBEHM B JIPYyI'M IObPXaBU UJIEHKM.

W3uckBaHO MUHUMAJIHO/HU HUBO/a: 2

1.Y4aCcTHUKDBT CJlenBa IOa € MINBJHWII [IOHe eIHa IeMHOCT, KOATO Ia e
UIeHTMUHA WJIM CXOIHa C IpelIMeTa Ha ofllecTBeHaTa Nopbuka U obeMma,
UBIBJIHEHA IIpe3 IIOCJeIHUTe TpPpM I'OOMHM, CUMTAHO OT IaTaTa Ha IoIXaBaHe Ha
obepTaTa, C NOCOUBAHE Ha CyMMUTe, IaTUTEe U IOJydaTeJIuTe.

llon ,O0eMHOCTM, KOMUTO Ca MIEHTUUYHM MM CXOOHM” C HnpemMeTa Ha
obumecTBeHaTa NOopbBUYKa Cce paz3zbupa OOCTaBkKa Ha JIeKapCTBEH NPOIOYKTHU

llon ,06eMm" crnenmBa IOa ce pazbupa NPOTHO3HOTO KOJMUECTBO 3a CHBOTBETHAaTa
HOM. enOMHMlIa , B 3aBMCUMOCT OT TOBa 3a KOM MNO3ULUMM YyUYaCTHMKBT ydacTBa.
2. YUacTHMKBT Oa € BHEIPWJI UM Ia npujara CUcCTeMa 3a YyIpPpaBJIEHME Ha
kauecTBOTO EN ISO 9001:2008 mam mo-HOB MJIM e€KBUBAJIEHTEH, C ob6xBarT,
CXOIeH C IpeIMeTa Ha HacTosdmaTa OpouenypaTa. HokasBa Ce CbC cepTubMKaT.
CepTudmkarsT TpabOBa Ha e BaJIMIEeH U Ia € M3OaleH OT He3aBUCUMM JMla,
KOMUTO Ca akKpeIUMTUPAaHM IO CHOTBETHATAa Cepus EeBPOIeMCKM CTaHIOapTU OT
V3nbjaHMTEeNIHA areHumsa "Bowiarapcka ciayxba 3a akpeamuTauma" miamM OoT IOpyT
HallMOHAJIEH OpPTaH 10 akKpemuTalusa, KOMTO € CTpaHa 0 MHOT'OCTPaHHOTO
criopasyMeHMe 3a B3aMMHO IIpM3HaBaHe Ha EBponeMckaTa oplaHM3auusa 3a
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akpemmTalus, 3a CbOTBEeTHaTa OOJIaCT MM Ia OTIOBApPSAT Ha M3MCKBAHMATA 3a
npr3HaBaHe CBIJIACHO 4. 5a, aj. 2 oT 3akoHa 3a HalMoHAaJIHATA akKpeouTalus
Ha OpPTraHM 3a OlleHIBaHe Ha CBOTBETCTBMETO. BB3JIOXUTENAT IpreMa
EKBUBAJIEHTHU cepTudmMkaTyM, M3ITaIeHM OT OPTraHM, YCTAHOBEHM B IPYIU
OBPXABU UJIEHKM .

1I1.1.5) UadopManusa OTHOCHO 3aMIa3€eHU NOPBIKHA 2

[JIloppukara e 3ama3eHa 3a 3alIUTEHH IPEIPUATHSI 1 HKOHOMUYECKH OLIEPATOPH, HACOYEHU KbM
conuanHa u npodecruoHaIHa HHTErpaIys Ha JINIA C YBPEXKJaHUA WX JINIA B HEDABHOCTOMHO
TIOJIOXKEHHE

[[JUsmbiHeHrETO HA MOPHUKATA € OTPAHUYEHO B PAMKUTE Ha [IPOTPAaMHU 3a Ch3/[aBaHe HA 3alIUTEHN
paboTHH MecTa

1I1.2) YciioBusA BbB Bpb3Ka ¢ IOPHhYKara 2

II1.2.1) U opManusa OTHOCHO onpeaeaeHa npodecus (caMo 3a MOPHYKHU 3a yCIYyTH)
[JU3mbiHeHrETO HA TIOPBHUKATA € OTPAHUYEHO JI0 OIIpeZiesieHa mpodecrst
ITo30BaBaHe Ha IPUJIOKMMATA 3aKOHOBA, OJ[3aKOHOBA MJIM aIMIHHUCTPATHBHA pa3nopenda:

II1.2.2) YcaoBusA 3a U3IbJIHEHHUE HA MOPHUYKATA:

B npouenypaTa MOXe Ia ydacTBa YYAaCTHMK, KOMTO OTIOBApSa Ha YCJIOBMSATA Ha
yn.10 or 30l M MBUCKBAHMATA Ha BBLIJIOXMUTEJNS. YUACTHUK, 3a KOTOTO ca
HaJiMie HSKOe OT OCHOBaHmMsaATa Ha uwin.54, an.l, or 7.1 mo T.7

BKJIOUMTEJIHO ,4J. 55, an.l, 7. 1, 3, 4 u 5 or 300 ,un.107 oT

30Il, yuyaCcTHHUIM, KOMTO Ca CBBP3aHM Julla N0 CcMuchJIa Ha § 2, T. 45 or 30II,
3a obcTodaTeyicTBaTa MO uja.3, T.8 oT 3UCGOIPIIOPCTIITIAC, 3a OCHBXIAaHMUA 3a
npecTwljeHud no ujg. 194 — 208,un. 213a -217,un. 219-252,un. 254a - 260
HK, M3BBPUIEHM HapylleHus no ujx. 61, anx. 1, umn. 62, an. 1 wmm 3, uux. 63,
an. 1 mnm 2, un. 228, an. 3 orT KT,usBBPUWEHM HapPymeHMs 0o ujx. 13, ajg. 1
OT 3B3akOHa 3a TpynoBaTa MuUIpalusa M TpyldoBaTa MOOMIIHOCT, IPM HAaJMdMe Ha
obcToATeJICTBATa IO Wil. 69 OoT 3akoHa 3a MNPOTUBOINEMCTBME Ha KOPYyNUMUATa U
3a OTHeMaHe Ha He3aKOHHO NpUIOOMTOTO MMYIEeCTBO Ce& OTCTpaHsBa OT
npouenypaTa.YUY4aCTHUK, KOMWTO HOPEeIJIOXKM MNPOAYKTM, KOMUTO HEe OTTOoBapsAT Ha
CrneuMaJIHUTEe MB3UCKBAHMSA Ha BDBIJIOXUTEJS e ObIe OTCTPAaHEeH OT npolenypara.

II1.2.3) UadopMamusa OTHOCHO MIEPCOHAJIA, KOWTO OTTOBaps 3a U3IMIbJIHEHUETO Ha

HnopBUYKaTa

[]3ambmxkenue 3a mocouBaHe HAa UMeHATa U POGECHOHATHUTE KBATU(DUKAIIMK HA TIEPCOHAA, KOUTO
OTroBaps 3a U3II'HIHEHNETO HA NOPhUYKATA

PA3JIEJI IV: IIPOIIE/TYPA

IV.1) Onoucauue

IV.1.1) Bug mpoueaypa
X OtxpuTa mponenypa
[ ]Vekopena nponeaypa
OGocHOBKA:
[ ]Orpanuuena npornemypa
[ ]Yckopena nponeaypa
O6ocHOBKA:
[[]Coberesatenna mporeaypa ¢ 10roBapsaHe
[ ]Yekopena nponeaypa
OGocHOBKa:
[[]Cberesarenen guanor
[]TTapTHBOPCTBO 32 MHOBAIUH
[ ]ITy6imuHO cheTe3anue

IV.1.3) H(opManua OTHOCHO PAMKOBO CIIOPa3yMeHHe IJIN JUHAMIYHA CHCTEMA 3a
MOKYIIKHA
[JTasu obuiectBeHa mopbuka 06GXBaIa CKIYBAHETO HA PAMKOBO CIIOPAa3yMEHHUE

[[JPamkoBO criopasyMeHHe ¢ e[1H OIEPATOP

[[]PamkoBO criopasyMeHHe ¢ HAKOJIKO OIlepaTopa

ITpenBuieH MakcuMaseH 6POi yYaCTHUIN B PAMKOBOTO CIIOpasyMeHue: 2

[]Tasu ob1mecTBeHa nopbuka 06XBala Ch31aBAHETO HA TUHAMHUYHA CUCTEMA 38 TIOKYIIKH

[ ]InHaMuuHATA CHCTEMA 32 MOKYIIKKA MOKe Jia G'bJie M3I0JI3BAHA OT JAOIIbIHUTETHH KYIIyBaYH

B cnyqaﬁ Ha paMKOBHU CIIOpa3yMe€HUusA — ob6ocHOBaBaHe Ha CPOKa, YUATO IPOABIXKUTETHOCT HaZABUIIIaBa
YEeTHUPU T'OAVHU:
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IV.1.4) NHdopmManua OTHOCHO HAMAJIABaHe Ha OPOA Ha PELICeHUATA UK o(pepPTUTE IO BpeMe

HA JOTOBAPAHETO WM HA ANAJIOTa

[]TIpunarane Ha moeTamHa IPOIEAYPa 3a MOCTENEHHO HAMAJIABAHE HA OPOs HA 06CHAKIAHUTE PELIEHMs]
I Ha JIOTOBApSHUTE 0epTH

IV.1.5) UHdopmanua OTHOCHO AOroBapsHe (caMo 3a ChCTe3aTeJTHH MPOIELYPH C

JAOroBapsiHe)

[IBbanaramusaT opras cu 3amas3sa IpaBOTO ia Bb3JI0KH IOPBHUYKATA Bb3 OCHOBA HA ITbPBOHAYATHUTE
odeptH, 6€3 71a TPOBEKA IPETOBOPHU

IV.1.6) Nadopmanus OTHOCHO €JIEKTPOHHUA ThPT
[ ]1lle ce usmnonsBa e1€KTPOHEH THPT
JompHuTENTHA HHPOPMANKA OTHOCHO €JIEKTPOHHUA ThPT:

1IV.1.8) Uadopmanusa otHocHO CliopadyMeHHeTo 3a Abp:KaBHU Nopbuku (GPA)

OG61ecTBEHATA IOPBUKA II0MA/a B 00xBaTa Ha CriopasyMeHHEeTO 3a IbPKABHU IIOPBUKU Ja[] He
(GPA)

IV.2) AxMmuHHCTpaTUBHA HHpOpManua

IV.2.1) IIpeguinHa myGIuKanus OTHOCHO Ta3| nmpoleaypa 2

Howmep na obsenennero 8 OB na EC: [1[101[1/S [1L10-[1CI0CICIC]

Howmep Ha o6siBirenrero B POTL:[1[1[1L1L1[1[]

(EoHo om caednume: ObasaeHue 3a npedsapumenta ugpopmayus; O6ssaerue Ha npoduaa Ha
Kynyeaua)

IV.2.2) Cpok 3a nosryuaBaHe Ha O(pePTH WIN HA 3asBJICHUS 3a yIaCTHE
Hara: 11.06.2019 11/MM /TTIT MectHO BpeMe: 16:30

IV.2.3) IIporHo3Ha gaTa Ha U3NpaljaHe Ha MOKaHU 32 THPT WJIH 34 yYacTue Ha u3GpaHurte
KaHaugaTtu 4
JiJ1/ MM /TTTT

IV.2.4) E3unu, Ha KOUTO MOTaT Ja O'baaT moxazeHu odepTrTe WK 3aABJICHHUATA 32 yIaCTHE
1

[JAurnwuiicku [JVpnauncku [IManTuiicku [JPymbHCKH [[J®pencku
Boiarapcku [ JVicnancku [ JHemcku []CnoBamku [ ]X®pBarcku
[ITpbuku [JAranuancku [ JHunepnanacku [ |CioBeHcku [JYemmku
[]Hdarcku []J1aTBuiicku []oncku [ ]Vurapcku []lIBeacku
[ ]Ecroncku [ ]/TuToBCKM [ Jopryrancku [ ]®uncku

IV.2.6) MUHHMAJIEH CPOK, MPe3 KONTO o(pepeHTHT € 06Bbp3aH oT odpeprara

Odeprara Tps16Ba /1a 6'b1e BaIUHA 10: 71/ MM /TTTT

I HpOﬂ’bJ’DKI/ITeIIHOCT B Mecelu: 3 (OT JaraTa, KOATO € IIOCOYEHA 3a JaTa Ha II0JydaBaHe Ha O(bepTaTa)

IV.2.7) YcaoBus 3a orBapsiHe Ha odeprure
Hara: 13.06.2019 i/1/ MM /TTTT MectHO BpeMe: 10:30

Msicro: 3acenarennata 3ay1a Ha MBAJI T'a6poBo

WNnadopmanusa 0THOCHO YITHIHOMOIIIEHUTE JINIA U NIPOolie/lypaTa Ha OTBapsHe:

OrBapdAHeTO Ha obdeprTmUTe wWe ce npoBene nNyoOJIMUHO HAa YKA3aHOTO MACTO U
BpeMe OT KOMMCMA, Ha3HadeHa OT BB3JIOXUTEJd, NpM Cclla3BaHe Ha pen,
onpenejier B 30I M CBIVIAaCHO M3MCKBaHMATA Ha u4jl.b54, amn.2 ot III30I

PA3AEJI VI: JOITBJIHUTE/IHA THOOPMAIINA

VI.1) UadopManua OTHOCHO IEPHOAUYHOTO Bbh3JIaraHe
ToBa HpezCcTaB/IABA HEPHOAMYHO IOBTAPAIIA Ce OPHUKA HOa[ ] He
IIpOrHO3HU CPOKOBE 32 IMyBGIHNKYBAHETO Ha CJIeABAIIY OOABIeHU: 2

VI.2) Uandopmarus OTHOCHO €JIEKTPOHHOTO Bbh3JIaraHe
[]1lle ce mpusnara eJeKTPOHHO IOPbUBAHE

[]1lle ce usmnonspa eseKTPOHHO (paKTypUpaHe

[ ]1lle ce mpuemMa eJEKTPOHHO 3aIUIAIAHE

VI.3) JombiaaureaHa uHopmanusma: 2

BB3JIOXUTENAT CchIyiacHo ui. 10, amn. 2 or 30II, He nocraBsd M3MCKBaHEe
oBbemmHeHMsATa Oa MMaAT NpaBHa GopMma, 3a Oa ydacTBaAT IPM Bb3JaraHeTo Ha
oBumecTBeHa NOpPBUKA, HO [NOCTaABSA yCJOBME 3a Cb3oaBaHe Ha OPpUIMYECKO JIulle,
KOTAaTO YYACTHMKBT ONpPenesieH 3a MI3MNBJIHUTEJ, €& ofelMHeHMe Ha buanuecku
U/ NN OPUOANYECKM JIMLA .
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[®

2. TapaHLUMATaA 3a US3NBJIHEHMEe € B pas3Mep Ha 3 % OT /Tpu Ha CTO/ OT
CTOMHOCTTa Ha »OoroBopa 6es3 IIC.

TapaHUMSATa 3a MIMNBJIHEHME MOXe Oa Ce BHece o OaHKOB IBbT MM MOXe Ima ce
npencrasm non dopmaTra Ha OaHKOBA IapaHLUMS.

TapaHUMATA 3a M3MNBJIHHME Ce INpenocTaBs B eIHa OT clenmHuTe QopMm:

1. napuuHa cywMma

2. 6aHKOBa TrapaHUUSA

3. BacTpaxoBKa, KOATO ofesneuaBa MI3NBJIHEHMETO Upes3 IOKPUTHUE
OTTOBOPHOCTTA HA MBIBJIHUTEJIS.

TapaHUMATA 3a MB3MNBJIHEHMe o T.l. m T.2 MOXe Ia Ce IpenoCTaBM OT MMETO
Ha MB3NBJIHUTEJS 3a CMeTKa Ha TPpeTo JMule — TapaHT.

YcJjioBMS Ha NJjallaHe — OTCPOUYeHO, B CPOK He Ho-KpaThbk oT 60 kajeHDapHU
OHY, CJlel NpeIcTaBsHe Ha CJeOHUTE IOOKYMEeHTU

eJlocTaBHa ObaxTypa, CbhCTaBeHa CBIJIACHO M3UCKkBaHMATa Ha 3IIC m NI3ONOC -
opuruHanl u 1 /enun/ 6poi 3aBEpPEeHO KOIUE;

e[l[preMaTesIHO-IIpenaBaTeJIeH NPOTOKOJI

Cpok 3a M3NBJHEHMEe Ha IopbukKaTa:

CpOKBT 3a M3NOBJHEHME Ha HacTosdmaTa ofbumecTBeHa NOopbYka € Imo 12 Mmecela
CUMTAaHO OT IJaTaTa Ha [NOONMCBaHe Ha OOTOBOP

Iponwixaea oT Pasmesn II 2. OnucaHue /oBocoBeHa MNO3ULMA

3.51Lapatinib tablets 250mgLO01XEQ7Lapatinibrabin. (kanc.)1l 680
3.56Temsirolimus conc. for sol. for inj. 25mg + solv.LO1XEO09
Temsirolimusdi. (amm.) 5

3.57Everolimus tablets 5mgLO0l1XEl1lOEverolimusTabsa. (kamnc.) 360
.58Everolimus tablets 10mgLO1XElOEverolimusTabsa. (kamnc.)1l 080
.59Pazopanib tablets 400mgLOl1XEllPazopanibTabn. (kanc.)1l 440
.60Vandetanib tablets 100mgLOlXEl2Vandetanibrabin. (xkanc.)180
.61lVandetanib tablets 300mgLOlXEl2Vandetanibrabin. (kanc.)180
.62Afatinib tablets 30mgLOl1XEl13AfatinibTabmn. (kanc.) o672

.63Afatinib tablets 40mgLOl1XEl3AfatinibTabn. (kanc.) 336
.64Vemurafenib tablets 240mgLO01XEl5Vemurafenibrabmn. (kanc.)1l 344
.65Crizotinib caps. 250mgLO0l1XEl16CrizotinibTabimn. (kanc.) 360
.66Axitinib tabletes ImgLOlXEl7AxitinibTabin. (kanc.) 672

.67Axitinib tabletes 5mgLOlXEl7AxitinibTabn. (kanc.)1l 344
.68Regorafenib tabl. 40mgLO0l1XE21Regorafenibrabsn. (xkanc.)2 016
.69Dabrafenib capsules 75mgLO0l1XE23Dabrafenibrabn. (kamnc.)1l 440
.70Palbociclib caps. 100mgLOl1XE33palbociclibrabiu. (kanc.)252
.71Palbociclib caps. 125mgLO0l1XE33palbociclibrabiu. (kanc.)252
.72Palbociclib caps. 75mgLO01XE33palbociclibrabim. (kanc.)252
.730simertinib tablets 40mgL01XE350simertinibTabn. (kamnc.) 720
.740simertinib tablets 80mgL01XE350simertinibTabn. (kamnc.) 720
.75Alectinib capsules 150mgLOlXE36ALECTINIBTabsn. (kanc.)1l 440
.76Topotecan powd. for sol. inf. 4mgL0lXX1l7Topotecands. (amm.) 20
.77Irinotecan conc. for sol. for inf. 100mgLO01XX19Irinotecands. (amrm.)
300

3.78Eribulin sol. for inj. 0.44mg/ml 2mlLO1XX41Eribulindm. (amm.) 96
3.79Vismodegib capsules 150mgL01XX43Vismodegibrabn. (kanc.) 336
3.80Aflibercept conc. for sol. for inf. 25 mg/ml 4mlL01XX44Aflibercept
®1. (amm.) 48

3.81Aflibercept conc. for sol. for inf. 25 mg/ml 8mlLO01XX44Aflibercept
d1. (amm.) 96

3.810laparib capsules 50mgL0l1XX460laparibrabmn. (kanc.)5 376
3.82Enzalutamide capsules 40mgL02BBO04EnzalutamideTrabs. (kanc.)7 840
3.83Abiraterone acetate tablets 250mgL02BX03Abiraterone acetateTabJ.
(xkanc.)8 640

3.84Filgrastim sol. for inj. or inf. 0.3mgLO03AAO2Filgrastimdbim. (amm.) 40
3.85Pegfilgrastim sol.inj. in pre-filled syr. 10mg/ml 0.6ml (6mg)
LO3AAl13Pegfilgrastimbi. (amm.) 12

3.86Lipegfilgrastim sol. for inj. in pre-filled syr. 6mg/0.6ml1LO3AA14
Lipegfilgrastimbmn. (amm.) 40

3.87Interferon alfa-2a sol. for inj. 3 MIULO3ABO4Interferon alfa-2adi.
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(amz.) 200
3.88Mycobacterium bovis BCG powd. for susp. 11.25mgLO03AX03Mycobacterium
bovis BCGdim. (amm.) 80

VI.4) Ilpoueaypu mo oG:KajiBaHe

VI.4.1) OpraH, KO¥WTO OTroBap: 3a MPOLeAYPUTE MO 00KaTBaHe

OdunuanHo HaMMeHOBaHUe:
KoMmcusa 3a 3ammTa Ha KOHKYPEeHUMSATAa

IMomeHncku azgpec:
Oysn. BuToma N 18

I'pan: ITomeHcku Kox: Jbpkasa:
Codusa 1000 BG
Tenedon:
+359 29884070
EnexTtponna momia: ®daxc:
cpcadmin@cpc.bg +359 29807315
Nureprer anpec (URL):

http://www.cpc.bg

VI1.4.2) OpraH, KOMTO OTrOBaps 3a MPOIEeIyPUTe IO Meauanus 2

OdunuanHo HaMMeHOBaHUe:

IMomeHcKH agpec:

I'pan: ITomeHcKku Kox: Jbpkasa:
Tenedon:

EnexTtponna momia: ®daxc:

Wureprer anpec (URL):

VI1.4.3) IlogaBaHe Ha KaI0M

TouyHa nHpOPMAaNKA OTHOCHO KPaeH CPOK/KPalH! CPOKOBE 32 ITO/IaBAHE HA KaJIOU:

CvrjacHo umn. 197, an. 1 7. 1 or 300 - B 10-mHEeBEeH CPOK OT MI3THUUYAHE Ha
cpoka no un. 100, an. 3 orT 30I.

VI1.4.4) Cayx6a, OT KOATO MO3Ke Aa O'bje nmoaydyeHa nH(GpopManusa OTHOCHO IOAABAHETO HA
Kasaon 2

OdunuanHo HaMMeHOBaHUe:

IMomeHcKH agpec:

I'pan: ITomeHcku Kox: Jbpkasa:
Tenedon:

EnexTtponna momia: ®daxc:

Nureprer anpec (URL):

VI1.5) JaTa Ha U3npaniaHe Ha HACTOSAIIOTO OGABIEeHUE
Hara: 07.05.2019 aa/Mm/Trrr

Bbanaramusar OpI‘aH/B’I)SIIO)KI/ITEIIHT HOCHU OTTOBOPHOCT 3a rapaHTHUPpaHE Ha Clla3BaHE Ha
3aKOHOJATEJICTBOTO Ha EBpOHeﬁCKHH CbhbIO3 1 HA BCUYKH IIPUJTIOXKUMHU 3aKOHH.

1 MONA, NOBTOPETE, KOJIKOTO NbTU € Heo6XoAMMO

2 B NPUIOKUMUTE CayYan

4 aKo Tasn MHGOPMaLMA € U3BECTHa

20 MoXe Aa 6bae NpucbAeHa 3HAYMMOCT BMECTO BaXKHOCT

21 MoOXe Aa 6bJe NpUcCbAeHa 3HAYMMOCT BMECTO BaXKHOCT; aKo LieHaTa € eIMHCTBEHMAT

KpMTele‘a 3a Bb3/laraHe, TexXeCTTta He Ce 13NnoJi3Ba

VHIT: d2948544-efe-4a4f-8bbe-73ddfc48794b 17




