Hpnioxenune Ne 1

INPEJIMET HA IOPBYKATA

1. IlpeaMeThT Ha NOpbYKaTa BKIIOYBA TOCTABKA HA JIEKAPCTBEHH IPOJTYKTH,
ornyckanu mo pena Ha Hapenba Ne 34/2005 r. 3a pema 3a 3amuiaimiase or
pernyOnuKaHCKUs. OIODKET Ha JIedeHHeTO Ha OBJIrapCcKMTe TIpaXKIaHH, 3a
3a0oisiBaHus, M3BbH 00XBaTa Ha 3aJbJDKHTENHOTO 3IPaBHO OCHTypsBaHe, 3a
JIeYCHUE Ha TTAlMCHTH C OHKOJIOTMYHH 3a00JsIBaHus, 32 nanueHTu ¢ TepMunanHa
ObOpedHa HeTOCTaThYHOCT HA JUAIMU3HO JeUYeHre 3a MeceruTe Mai u rouu 201 1r u
3a ManueHTd ¢ XuanuHHoMeMOpanHa Oonect 3a 2011r., chriacHO NpHIOXKEeHATa
crienndrKaIs.

YyacTHUIMTE MOraT Ja TMojaBaT o(epTd camMo 3a €/HA, HIKOJIKO WJIM BCUYKHU
MO3UIINU OT CelU(DUKAIUATA.



L

AKYNyBAHE HA JEKAPCTBEHH NPOIYKTH, OT
) penyGauKaHCKHs GIO/KeT 32 eveHue

CHEHI/I(DI/IKAIII/IH
IycHaTH mo pena ua Hapen6a 34/25.11.2005 r. 3a peaa 3a 3amniamane ot
TO HAa OBJIFAPCKE Ipaskaany 32 3a60/15BANAS H3BBLH 00XBaTa Ha

3aAbJKHTETHOTO 3APaBHO OCHTypsIBaHe

Maxkcumanna
Jlekapcreena CTOHHOCT MO
3a6onsBane T. MKB kop ATC kon INN phopma Msipka 1.7 KOJIHY€ECTBO 0
3nokayecTsenu napeHTepatHa
3abossiBanus 1 C82-C85,C91.1 |LO1XC02 RITUXIMAB ¢dopma mg 5,49044 158 000
napeHTepajHa
2 C914 LO1BB04 CLADRIBINE thopma mg 61,63600 350
3 C92.1 LO1XE06 DASATINIB nepopansa opmMa| mg 2,58168 90 000
napeHTepaiHa
4 C90 LO1XX32 BORTEZOMIB dopma mg 628,06857 392
napeHTepaiHa
5 D 69.3 B02BX04 ROMIPLOSTIM dopma meg 5,53820 46 000
6 C92.1 LO1XEO08 NILOTINIB nepopania gopma| mg 0,42820 672 000
napeHTepaiia
7 Co9l.1 L01XC04 ALEMTUZUMAB (hopma mg 26,69756 3240
8 C18-C20,C92.1 |LOIXEO1 IMATINIB nepopanxa opma| mg 0,42650 6 000 000
NapeHTepaiHa
9 C50;C 16 LO1XCO03 TRASTUZUMAB (opma mg 8,26327 400 000
HapeHTepaita
10 C 18-C 20 LO1XX19 IRINOTECAN thopma mg 0,38118 180 000
11 C171 LO1AX03 | TEMOZOLOMIDE nepopasia popma|  mg 1,16416 400 000
C00-C 14; C 30-C 32; C napeHTepaiHa
12 50; C34;,C 16, C61 |LOICDO2 DOCETAXEL dopma mg 1,86000 110 000
C50; C34;,C25;C56; napeHTepaiHa
13 C 67 LO1BCO5 GEMCITABINE (opma mg 0,14675 1 800 000
napeHTepaiHa
14 C 18-C 20 LO1XA03 OXALIPLATIN dopma mg 0,63360 140 000
C50;C34;,C64;C 18- napeHTepanHa
15 C20 L01XCO07 BEVACIZUMAB (hopma mg 6,49175 200 000
napeHTepagHa
16 C 53;C 56 LO1XX17 TOPOTECAN dopma mg 41,77750 1300
apeHTepaiHa
17 C 18-C 20 LOIXCO08 PANITUMUMAB popma mg 9,17530 26 000
18 C22.0;C64 LO1XEO05 SORAFENIB nepopanua gopma| mg 0,34839 1 500 000
19 C34;,C25 LO1XEO3 ERLOTINIB nepopansa gopmal mg 0,90732 250 000
20 C 50; C 16; C 18-C 20 |LO1BCO06 CAPECITABINE | nepopanna dopma mg 0,01251 40 000 000
21 C 50 LO1XEQ7 LAPATINIB nepopansa gopma| mg 0,12757 1 500 000
22 C64,C18-C20 LO1XE04 SUNITINIB nepopaiHa popma| mg 6,73008 200 000
napeHTepaiHa
23 C34;,C450 LOIBAO4 PEMETREXED hopma mg 4,91041 100 000
C 00-C 14; C 30-C 32; C napeHTepaiHa
24 18-C20 LO1XC06 CETUXIMAB tdopma mg 3,77572 60 000
25 C34 LO1XX17 TOPOTECAN nepopansa gopma| mg 87,35300 500
NapeHTepaiHa
26 E 34,0 HO1CB02 OCTREOTIDE bopma mg 91,47756 2 700
Mycobacterium bovis|
BCG (Baccilus napeHTepaiHa
27 C50;C43,C67 |L0O3AX03 Calmette - Guerin) (hopma mg 1,69600 9 000
HapeHTepaiHa
28 C 50 MO5BA06 |IBANDRONIC ACI dopma mg 62,05670 2 500




29 C 50 MO5BA06 |IBANDRONIC ACID| nepopansa opma mg $,34289 400 000
CALCIUM HapeHTepaiia
30 C18-C 20; C 82-C 85; |VO3AF03 FOLINATE (dopma mg 0,05067 1400 000
ZOLEDRONIC napeHTepaiHa
31 C 79,5, C90 MO5BA08 ACID dopma mg 132,95000 10 000
32 C92.0 LO1DB06 IDARUBICIN niepopaisa Gopma mg 10,18362 1 000
TNIapeHTepaTHa
33 C91.0;, C92.0 LO1DB06 IDARUBICIN dopma mg 15,22000 1000
C43,C64,C84, C |LO3ABO4; napeHTepaiia
34 91.4;C92.1 LO3AB05 | INTERFERON alfa dopma MIU 3,78000 17 500
Colony stimulating
factors (Filgrastim; HapeHTepaiHa
35 D70 LO3AA Lenograstim) dopma MIU 1,94157 100 000
COLONY
STIMULATING
FACTORS napeHTepaiia
36 D 70 LO3AA PEGFILGRASTIM topma mg 325,67667 1 000
METHOTREXATE | mnapenTepaita
37 C 82-C 85, C91.0, |LOIBAO1 1000 mg ¢dopma mg 0.61850 400 000
C50;,C 82-C8s5; C METHOTREXATE | napenTepaina
38 91.0; LOIBAO1 50 mg (dopma mg 04,07040 50 000
AMTATOHHCTH Ha 5
HT3-penentopn
Dolasetron
Granisetron
Ondansetron
Palonosetron napeHTepaina
39 C 00-D 48.9 AO4AA Tropisetron dopma DDD 6,84000 10 000
AHTATOHHCTH Ha 5
HT3-peuenrtopu
ONDANSETRON;
GRANISETRON;
40 C 00-D 48.9 AO4AA TROPISETRON | nepopaisa gopma | DDD 3,60000 1 500
41 Co91.1 LO1BB0S FLUDARABINE | nepopansa ¢popma mg 4,58495 12 500
napeHTepaisa
42 CoIl.1 L01BBO0S FLUDARABINE dopma mg 4,82880 10 000
C 34;C62,C81;C 82-C napeHTepaiHa
43 85, C92.0 L01CBO1 ETOPOSIDE dopma mg 0,04680 400 000
C 82-C85,C91.0;C napeHTepajiHa
44 92.0, C92.1 LO1BCO1 CYTARABINE dopma mg 0,02112 1200 000
napeHTepaisa
45 C79.5,C9 MO05BA03 |PAMIDRONIC ACID tdopma mg 2,33833 41000
napeHTepaiHa
46 C 34, C 56 LO1XA02 CARBOPLATIN dopma mg 0,09760 750 000
C 00-C 14, C 30-C 32; C
34, C43,C53,C56,C napeHTepansa
47 67, C 62, LO1XA01 CISPLATIN hopma mg 0,22960 350 000
napeHTeparia
48 C50;,C 18-C20 LO1BCO2 | FLUOROURACIL (hopma mg 0,00388 10 000 000
C 00-C 14, C 30-C32;C
50; C 34; C 16; C 22.0;
C 56, C67,C49;C81; napeHTepaiia
49 C 82-C 85, LO1DB03 EPIRUBICIN hopma mg 1,53558 330 000
C 00-C 14, C 30-C 32; C
34; C 44, C 46, C45.0;
C53;C62,C782;C8l1, rapeHTepaita
50 C 82-C 85 LO1DCOI BLEOMYCIN ¢opma mg 1,92333 11000
C50,C34;,C16;C25; napeHTepaita
51 C 18- C20; C 67 1L.01DCO03 MITOMYCIN hopma mg 2,90600 33 000
C 50,C62; C 81, C 82- niapeHTepaiHa
52 C 85 LO1CAO1 VINBLASTINE ¢dopma mg 1,18900 8 000
C 50;C 34, C49;C8l,
C82-C85 C91.0,C rapeHTepantsa
53 92.0 LO1CAO2 VINCRISTINE (dopma mg 6,58800 3000
C50,C34,C81;,C82- rapeHTepaiHa
54 C85; LO1CAO4 VINORELBINE dopma mg 0,81180 50 000




napeHTepanHa

55 C350;C34;C56 LO1CDO1 PACLITAXEL ¢dopma mg 0,37319 400 000
OTHER
ANTIANEMIC
PREPARATIONS
ERYTHROPOIETIN,; napeHTepanHa
56 D 63.0, B03XA darbepoetin alfa dbopma DDD 4,93000 30 000
C 34, C25,C53;C56;
C62; C40-C41;C49; napeHTepaiya
57 C81;C82-C85 LOIAAO06 Ifosfamide tdopma mg 0,04405 3 300 000
C50; C34;C56;C81;C
82-C 85, C 90; C 91.0; C Cyclophosphamide | TMapeHTepanua
58 91.1;C 92.0 LO1AAO1 (bopma mg 0,01010 4 000 000
C50;C34;C5s6;C 81;C
) 82-C 85; C 90; C 91.0; C Cyclophosphamide
39 91.1; C 92.0 LO1AAO1 nepopanta dopma|  mg 0,00372 700 000
C 50; C 22.0; C 61; C 82-C . TnapeHTepaiHa
60 85; C 92.0 L01DBO7 Mitoxantrone (bopma mg 5,80900 5000
C34;C25;,C 53, C 56;
C62; C40-C41;C49; napeHTepaiia
61 C81,C82-C85 V03AF01 Mesna dopma mg 0,00376 3 600 000
62 C00-D 48.9 NO2AAO1 Morphine nepopanua gpopma|  mg 0,01074 8 000 000
63 C00-D 48.9 NO02AX02 Tramadol nepopanna gopma|  mg 0,00266 8 000 000
64 C00-D 48.9 NO2AA08 Dihydrocodeine | nepopanna dopma| mg 0,00607 5000 000
65 C00-D 48.9 NO2AAO05 Oxycodone nepopanHa gopmal mg 0,09630 170 000
66 C00-D 48.9 NO2ABO3 Fentanyl IacTHp mcg 0,09600 200 000
Morphi napeHTepaisa
67 C00-D 489 N02AAO1 orphine dopma mg 0,01693 600 000
napeHTepaita
68 N 18.0 BO3ACO02 |Saccharated Iron Oxid tdopma mg 0,12288 1000 000
69 N 18.0 Al11CC04 Calcitriol nepopanHa gopma| mcg 0,60800 20 000
70 N 18.0 VO03AE02 Sevelamer nepopajiba opma|  mg 0,00239 21 240 000
71 N 18.0 HO05BX01 Cinacalcet nepopansa gopmal mg 0,38214 576 000
OTHER
ANTIANEMIC
PREPARATIONS
ERYTHROPOIETIN;
darbepoetin alfa;
Methoxy polyethylene| mapentepanna
Tepmunansa 72 N 18.0 BO3XA glycol-epoetin beta tdopma DDD 4,93000 60 000
616peuna .
HENOCTaTbYHOCT 73 N 18.0 B01AB HEPARIN GROUP | 100 Axa=1 mg mg 0,04320 550 000
endotracheopulmo
XuanuHHOMEMGp Lung surfactants nary instillation,
aHHa Gonect 74 P22,0 RO7AA Natural phospholipid: suspension mg 3,41333 144 000




METOIUKA
3a
H3YHC/IsIBAHE HA MAKCHMAJIHHTE CTOWHOCTH 32 e{HHUIA JIEKAPCTBEHO
BEIIECTBO N0 MEKIYHAPOAHO HENATEHTHO HANMEHOBAHME 32
JieKapcTBeHaTa (popma, KOATO ce 3amiama oT penyb0IMKaHCKUSA OI01KeT
uian UL 3a Xumuako-TepaneBTHYHA noarpyna

Hacrosmara metonuka TOBTapst M3LAJI0 MEXaHU3MHTE 3a 0Opa3yBaHe
Ha TleHa Ha JI€KapCTBEH NPOAYKT, BKJIOYBAH B I103MTHBHUS JIeKapCTBEH
CIIMCBK U 3arialllaH ¢ MyOJUYHH CPEeACTBAa, CHIVIACHO I 7,an. 1 u 2 ot
Hapenbara 3a ycnosusra, npasunara u pelia 3a peryimpane U perucTpupaHe
Ha LCHWUTE Ha JIEKApCTBEHWTe HpoAykTH, npuera ¢ I[IMC Ne 295 or
03.12.2007 r., 06H., JIB. 6p.104 ot 11.12.2007 r. [utupanute TekcToBe Ha
Hapenbara 3agbmkasar sassutens na [IPEIOXKU LleHa Ha IPOU3BOIUTEN,
KOSITO He MOXe Ja Oblle I0-BHCOKA OT JIEBOBATA PaBHOCTOMHOCT Ha Haii-
HHUCKATa LeHa 33 CHIIUS JIEKAPCTBEH NPOAYKT, 3aIUIalllaH OT O0IeCTBEHUTE
3ApaBHOOCUTI'YPHUTENIHH (OHIOBE HA CTPAHHTE, IOCOUYCHH B CIIpaBKara 1o 4.
13, am. 1, 1. § (PymbHUS, Yexus, Ecronus, I'bprus, VYurapus, Jlutsa,
Hopryranus u Ucnanmus).

AJITOPHTBM:

L. IlposepsiBa ce manm MEXITYHApPOJHOTO HEMATEHTHO HauMEHOBaHUE,
KbM  KO€TO IPUHAUIEKH JIEKAPCTBEHHUST NPOIYKT, € BKJIIOYEHO B
JICKapCTBeHATa JIUCTA, IOKPUBAHA OT OOIECTBEHUTE ¢onnoBe Ha 1oHe TpU OT
cliennure aepxkasu: Pymbhus, Yexwus, Ecronus, I'spius, Yurapus, Jlutsa,
IMopryramus wu Wcnanus (mpoBepkaTa e U3BBPIICHA OT aKTyaJHUTE
JICKAPCTBCHM JIUCTH Ha CTpaHHTE KBbM narta 31.03.201 Ir.)

II. OnpenensHe Ha nexapcTBenuTe NPONYKTH, KOMTO OTrOBapsiT Ha
M3MCKBAHETO 33 “CBIUIMA JIEKAPCTBEH MPOIYKT” OT OBLIECTBEHUTE boHmoBE
Ha CTpaHuTe, KOWUTO Ce ABABAT pedepeHTHH - PymbHUS, Yexusi, Ecronus,
I'spums, Vurapus, Jlutsa, Iopryranuss u Wcnanus, kato enemedr 3a
CPaBHABANC W KOHKPETH3MpAHe HauMHA 338 W3YUCISBAHE HA MAaKCHMAJIHa
CTOMHOCT Ha €IMHMIA JIeKAPCTBEHO BelnectBo. Topa O3Ha4yaBa, Y€ OT
(onnoBete B pedepenTHHTE CTpaHH Ie ObJAT CPaBHABAHM IIEHUTE CAMO Ha
JICKApCTBEHH MPOAYKTH CBC ChblIaTa JeKapcTBeHa (opMa, ChAbpPXKAHUE Ha
AKTHBHOTO  BCIIECTBO W HA  CHIIUA IPOU3BOIUTEN/TIPOU3BOIUTEIH,
BIIMCAH/BIUCAHU B pa3pelIeHHueTo 3a ynotpeba/penrenuero Ha Esponeiickara
KOMHUCHA, M3MafeHo mo pexa Ha Permament (EO) Ne 726/2004 wa




EBponeiickus mapnamenT u na CsBera, 3amuiaman ot o6uiecTBeHMTE bonmoBe
Ha CTpaHMTE, OCOYCHH B YIL. 5, T. 2, ¥ BKJIIOYEH B I1O3UTURHIS JIeKapCTBeH

COHCBHK 1O wWi. 262, an. 4, 1. 3 u 4 or 3akoHa 3a JICKAPCTBEHUTE MPOIYKTH B
XYMaHHaTa MEIUIIMHA .

III. 3a Bceku or ¢onmosere MO ONpENesieH pell, ChOTBETCTBAIl HA
3aKOHOAATeJICTBOTO B JaJeHaTta Ibp)KaBa W OMNUCAH B MeToauKaTa 3a
NpOBEPKAa M aHAIM3HPAaHEe HA NEHHTE HA JIEKAPCTBEHHTE NPOAYKTH B
pedepenTHHTe CTpaHM NO cMHCbJIa Ha Hapenbara 3a ycioBusra,
MpaBHJIaTa M peaa 3a peryaupaHe M perncTPHpPaHe HA HEHHTe Ha
JIEKapCTBEHUTE NMPOLYKTH Ce M3YUCIsIBA “HeTHA” IleHa Ha IIPOU3BOJIUTEIL,
T.e. neHa 0e3 Hanuenku u JIJIC. 3a crpanute, KOUTO He ca B EBpo3onara, T.e.
UCHATE Ca B MECTHA BallyTa Ce M34MCNaBs LieHa B EBpO 10 KpbcTocamuTe
Kypcose Ha llentpanna EBpomeiicka Gamka kbM natata mo T L. ¥ KbM
HKCHpaH Kypc Ha MECTHHUTE BalyTH 32 CTpaHH, B KOMTO CaMo 3a HyKIUTE Ha
[ICHOOOPAa3yBaHETO  Ha  JIeKAPCTBEHHTE OPOAYKTH  HAlMOHAIHOTO

34KOHONATC/ICTBO € ONpeNenuiIo (UKCHpaHn KbM EBpoTo Kkypcose Ha
MECTHUTE BaJIyTH.

IV. 3a Bcexu or mpomykrure mo MexIlyHapoHO HemaTeHTHO
HaNMCHOBAHME W CHOTBETHA JIEKapCTBeHA (opMa Ce ompesens Hail-HHuCKaTa
LICHa B ChOTBETHATA AbPXKABA M HAli-HHUCKA OT 8-Te IbpIKaBH

V. Omnpenenenute Hali-HHCKM UEHM ce MPEM3YHCIABAT MO METOIMKATA
Ha Hapenbarta 3a perynupane u peructpupase Ha JIeKapCTBEHH IIPOIYKTH JI0
leHa Ha Thprosel Ha enpo (TE), ¢ skmouen JIJIC. ITonyuenaTa mena e 3a
OITaKOBKa, ¢ BKJIIOYEHH HanueHkH 3a TE, chriacHo perpecuBHaTa ckaia Ha
HapenoOaTa 3a [eHH.

VI. Or nenara mo 1. V ce u3umcisiBa LeHa 3a €IMHMIEA JICKAPCTBEHO
Bewectso (B mg, U, AXa, mcg) w/unu 3a 6poii TaGierd w/wiu KarcyJiu,
(JIakOoHM NP KOMOWHHMpPAHWTE JEKApCTBEHW MPOLYKTH. Taka noJlyyeHara
CTOMHOCT Ce sIBSIBA CTOMHOCT 32 eJJUHHIIA MsIPKa OT crieludHKaImsTa.

VII. Cnex cpaBHeHHMe MeXIy Hail-HHCKAaTa CTOHMHOCT 3a eIMHULA
JIeKapCTBEHO BEIIECTBO B pedepeHTHHUTE CTPAaHM M MaKCHMAalHATa CTOMHOCT
OT MPEAXOJHOTO JOroBapsiHe, Ce OIpeaeiss MakCHMaiHara CTOWHOCT 3a
C€AUHUIA  JIEKapCTBEHO  BEIIECTBO IO  MEXIYHApOJHO  HEIaTeHTHO
HauMEHOBaHME 3a JieKapcTBeHaTa (¢opMa, KOSTO ce 3amiama  oT
penyOiuKaHCKus OIOMKeT B JIeBOBe. 1oBa € IO-HMCKAaTa CTOHHOCT OT
CPaBHCHHMETO MEXIy CTOMHOCTTA 3a €IUHMIA JIEKAPCTBEHO BEILIECTBO IIO



MCXKXAYHAPOOHO HEIIATEHTHO HAWMMEHOBAaHHE 73a JICKapCTBEHaTa (bopMa oT
HPEAXOAHOTO IOroBapssHE U Hal-HHUCKATa CTOﬁHOCT, HA34MciIeHa Ha Oa3a II€Ha
3a CbIIUs JICKapPCTBECH IPOOYKT 110 MEXOYHaAPOIHO HEIIAaTECHTHO

HAHUMCHOBAHUE CBC CBOTBETHATa JieKapcTBeHa (opMa, 3amiam@ada  oT
o01ecTBeHHTe (HOHIOBE HA 8-Te CTpaHH.

VIII. Onpenenenara MakCUMalTHa CTOMHOCT IO pella Ha Ta3u METOJIMKA He
MOJXe Jia ObJie 0-BHCOKA OT CTOMHOCTTA 3a eIUHHULA JIEKApCTBEHO BEIECTBO 10
MEXIYHapOAHO HEMaTeHTHO HAMMEHOBaHME 3a JIEKApCTBEHATA dopma,
onpeieneHa B 1103UTHBHUS JT€KAPCTBEH CIUCHK MO 4. 262, an. 4, T. 3 u 4 or
3aKOHa 3a IeKapCTBEHUTE MIPOAYKTH B XyMaHHATa MeAULMHA.

HUsBon:

ChlecTBYBa BB3MOXHOCT M peajeH PHCK Ja He ObaT JIOTOBOPEHU
JCKapCTBEHU IPOAYKTH, TIOpaad HesABSABaHE Ha INPEACTABUTENM Ha
OTIPENEJICHU NIPOU3BOAUTENM MOPATd MaKCUMAIHUTE CTOMHOCTH 3JI0KEHU B

crielMpUKalMaTa, OTTOBapsiid Ha HM3MCKBAHETO 3a HaW-HUCKA IEeHa OT
pedepeHTHUTE CTPaHH.

ColuecTByBa BB3MOXHOCT Ja ObJaT JOrOBOPEHH I10-BUCOKHM LIEHH Ha
JIeKapCTBECHUTE IPOAYKTH, OOSIBEHM B Hacrosiara crneuubukarums. Cren
IIPOBEXJaHETO Ha MPEeXOAHATa O0LIeCTBeHA IOpBhUKa IIe ObIaT JOrOBOPEHH
MO-HUCKH L[EHHU 32 MO3ULUHU 110 cenudukanms u3rorseHa koM 31.01.2011r.



Ipunoxenne Ne 2

TEXHUYECKH YCJIOBUS U UBUCKBAHU S

TexHHYECKH YC/IOBHSA H H3HCKBAHHS KbM JIEKAPCTBEHHTE NPOAYKTH
1. Cpok 1 HaYMH HA JOCTABKAa ; :

Besika oTzenHa 0cTaBka, peAMeT Ha HACTOSIIHMS JOrOBOp, CleBa 1a Obie
AocTaBeHa B Cpok 1m0 10 (mecer) paGoTHHM THM Cliel MOJIyyaBaHE Ha 3asBKAaTa-
pasnpesie/ieHHe OT BB3JIOKUTENS M 3a KOJIMYECTBATa, TOYHO OMNPEIEICHH B
3asBKaTa. 3asBKaTa-pasnpesiefieHHe Ce BpbYBA JMYHO Cpelly IMOANHC Ha
YI'BJTHOMOIIICHO JIMIIE OT 3BEHOTO 3a aJMUHUCTPATHBHO OOCIY)XBaHE HIIU ce
M3Ipaiia ¢ MPenopbYano MUCMO ¢ 00paTHa pa3MUcKa, Mo GaKe UITH 0 eJIeKTPOHEH
0BT NpPU YCIOBHATA M IO pela Ha 3aKOHa 3a eNEKTPOHHHS JOKyMEHT M
€JIEKTPOHHUSI TTOIIHC.

2. MuHHMAaJIeH CPOK HA I'OAHOCT

CpoxbT Ha TOZHOCT Ha JIEKAPCTBEHUTE TIPOAYKTU ClIeaBa Aa Obe He IOo-
MalreK OT 60 /mecTaeceT/ Ha cTO OT OOSIBEHHS OT MMPOU3BOAUTENS KBbM AaraTa Ha
BCSIKA JIOCTaBKa.
3. Pasmep Ha HeyCcTOHKAaTA 32 HEH3NbJIHEHHE HA 32IbJIKEHHSITA 10 10roBOpa
3.1. B ciyyall Ha 1OCTaBKa Ha JIEKapCTBEHHUSI MPOAYKT C IO-KParbK OT
mporopopenus cpok Ha roaHoct M3ITBJAHUTEJISIT nemxu HeycTolika KakTo
ciezBa :

- 59,99 — 50 % - 20% BBpXy CTOMHOCTTA Ha JOCTAaBKATa;

- 49,99 — 40 % - 30% BBpXY CTOMHOCTTA Ha TOCTaBKaTa;
- 39,99 —30 % - 60% BBpXY CTOMHOCTTA Ha JOCTABKATa;
- 29,99 — 20 % - 75% BBpXy CTOMHOCTTA Ha JOCTaBKaTa,;
- 1oxg 20 % - 90% BBpXy CTOMHOCTTA Ha JOCTaBKATa.

3.2. JlocTaBKaTa Ha JIEKapCTBEH MPOAYKT C OCTaTh4Y€H CPOK Ha FOJHOCT MO-MabK
ot 30 (Tpuaecer) Ha cTO OT OOSIBEHUS OT IMPOM3BOJAUTEINS C€ U3BBPIIBA CaMO C
nucMmeno cbriacue Ha Bb3JIOKHUTEJIS 3a KOHKPETHO KOJIMYECTBO, ONPEEIIEHO
ot Hero. be3 m3puyuno nucmeno cwriiacue Ha Bb3JIOKUTEJISA croxurte Hiama na
ObaaT 3armianaHd. VIckaHeTo 3a MNMCMEHO ChIJIacHe ClleBa [a IIOCTBIIM B
nenosoactBoTo Ha BB3JIOKHUTEJISA B cpok o 3 (Tpu) JHU OT IOJyuyaBaHE Ha
3asiBKaTa-pasnpeeleHue.
4. MsicTo Ha H3NbJIHEHHE HA NOPbYKaTa

3a MSACTO Ha JOCTaBsSHE Ha CTOKWATE MO TO3U JIOTOBOP CE OIPENEIAT
KpaiiHuTe Tomydarend, chriacHo [lpunoxenne Ne 5 — ComchK Ha JiedeOHUTE
3aBeleHUs] - KpalHH TIOJydaTeld Ha JIEKapCTBEHH IPOAYKTH 3a JIEYEHHE Ha
naruenTy npe3 2011 r.



5. JlokyMeHTH 32 IiamaHe

3amianjaHeTo Ha CTOKHTE 110 JJOTOBOPA Ce M3BBPIIBA OTIOKEHO B CPOK 1a 60
/mectreceTus/ IeH, ciiel MpeICcTaBsiHe Ha CICIHUTE JOKYMECHTH :
1)  dakrtypa, cbecTaBeHa chritacHO m3uckBanusta Ha 3/JIC u ITI3JC —

OpurdHaI U 2 /aBa/ O6post 3aBEpeHHU KOIIHSI,

2)  IlpuemarenHo-mipefaBaTeNHW  MPOTOKOIWM, TO  oOpaselm  Ha
MuHHCTEPCTBO Ha 37paBe0Na3BaHETO;

3) OO6obiieH onuc Ha mpoTokonute — 3 /Tpu/ 6pos;

4)  IlucmeHu 3asgBKHU-pasNpeeiieHns, H3TOTBEHW OT MHUHUCTEPCTBO Ha
3[IpaBeora3BaHeTo U 3aBepeHu OT KpafHUTe MOTydaTeu;

5) Ceptudukar 3a OCBOOOXIaBaHE Ha BCsKa MApTUAA, WU3JaJE€H OT
kBamupunupano ywuie no 3JIIXM — 3asepeno ot USITBJIHUTEJIA konue, B
NIpeBOJ] Ha OBJITApPCKU €3WK OT (hupMa, CKIIIOYMIIA JOTrOBOp ¢ MUHUCTEPCTBO Ha
BBHIITHUTE paOOTH 3a U3BHPIIIBaHE Ha OPUITUATHA TTPEBOIH.

I/I36p0eHHTe JOKYMCHTH C€ IIPCACTABAT B JI€JIOBOJACTBOTO Ha MI’IHI/ICTCPCTBO
Ha 3JpaBCOIa3BaHCTO, KIIaCUpaHH W IPHUKA4YCHU B IIaIlKa. B mankara ce Ipyujiara
ITHCMO C OITHUC Ha CHABPKAIUTE CC B HEA JOKYMEHTHU , KaToO 3aABJDKUTCIIHO CC
rmoco4dyBsaTt HOMEpara, JaTUuTC U 6p0$[ Ha IIPUITOKCHUTC ,I[OKYMGHTI/I OT BCCKH BHU/I.

6. U3nckBaHUA KbM JIEKAPCTBEHHTE NPOAYKTH

1. JlexapcTBEeHUTE IMPOIYKTH TPsOBa Jla OTrOBapsAT Ha M3UCKBAHHUATA Ha
3aKkoHa 3a JEKapCTBEHHWTE MPOAYKTH B XymaHHata MegunuHa (3JIIIXM) — tpadsa
Jla TIPUTEXKABAT BAJMIHO pa3pelleHue 3a ynorpeda B CTpaHara, ©3[aleHo Mo peja
Ha 3JIIIXM wnnu Pernmament (EO) Ne 726/ 2004 r. na EBpomnelickus nmapiaMeHT u
Cowaera /uin. 23, an.l na 3JIIIXM/ u cepTudukar 3a 0cCBOOOXKIaBaHE Ha MapTH]IA,
u3nageH oT kpanuduimpano auue no 3JIIXM u ynocToBepsBail, 4e napTuaara
JIeKapCTBEH TPOIYKT € IIPOU3BEAE€HAa M KOHTPOJHMpaHa B CHOTBETCTBUE C
M3UCKBAHUATA Ha paspelleHreTo 3a yrnorpeda no pexa Ha 3JIIIXM. B ciyuait Ha
W3THYaHe Ha CPOKa Ha pas3pellieHneTo 3a YIoTpeda Ha JIeKapCTBEH TPOJYKT,
y4aCTHMKBT JeKjapupa B CHOTBeTCTBHE ¢ din. 55, am. 6 ot 3JIIXM, dye
KOJIMYecTBaTa 3a JEKapCTBeHUs NPOAYKT ca HAJIMYHU.

2. JlekapcTBeHHTE MPOLYKTHU clenBa na Obaar ¢ Ibp)KaBHA peryjiupaHa
neHa, cpriaacHo wi. 258, an. 1 ot 3JIIIXM;

3. JlekapcTBeHUTE MPOAYKTH clefBa Ja Obaar BKiroYeH! B [103UTHBHUSA
JIEKApCTBEH CIMCHK, aKTyaleH KbM [ararta Ha OTBAapsHE Ha IUIHK Ne 1 ot
mporieaypara.

-4 B nmorosopa 3aIb/DKUTENHO ClleBa Ja Ce Npe/BUAH, 4e LeHara €
(uKcupaHa, He MOUISKH Ha IIPOMAHA 3a CPOKa Ha JACHCTBHE Ha JOTOBOpA, OCBCH B
ciydaute Ha un. 43, an. 2 ot 30I1. B cnywaii, ye mpe3 BpeMeTO Ha JIEHCTBHE HA



JAOTrOBOpa AbpKaBHATA peryJiMpaHa 1eHa no wi.258 ot 3JIITXM craHe 1mo-HUCKa OT
JOrOBOpeHaTa, IIe Ce 3arllaliar JeKapCTBEHUTe NPOIYKTH Ha [O-HUCKATa 1[eHa, OT
JlaTata Ha BJIM3aHe B CUJIa HA KOHKPETHOTO peleHue Ha Komucusara no neHure Ha
JIeKapCTBEHUTE NIPOAYKTH. B cirydaii, ye npe3 BpeMeTo Ha JelCcTBHE Ha JOroBopa
crorHoctTa 1o Wwi. 20 or Hapenbara 3a ycioBusita, npaBiiaTa i KDHTEPHUTE 3a
BKJIIOYBAHE, IPOMEHM W/MIM M3KIIOYBAaHE HA JIEKAPCTBEHHM MPOAYKTH OT
[To3uTHBHMS JIEKapCTBEH CIIUCHK U YCIOBHATA M pelia 3a padorta Ha KomucusTa mo
[lo3uTMBHUS  JIEKapCTBEH CIIUCBK CTaHe MO-HUCKA OT  JOrOBOPEHATa,
BB3JIOXKUTENIAT O€3yCIOBHO 3alulalia JIeKapCTBEHUTE MPOAYKTU Ha II0-HHUCKATA
LIeHa, OT JaTara Ha BJIM3aHE B CHJIAa Ha KOHKPETHOTO pelleHre Ha Komucusara 1o
ITo3uTHBHUS TEKAPCTBEH CIHUCHK.

5. JlexapcTBeHUTE NPOAYKTH Ciie/iBa Ja ObJAT BKIIOYEHH B JIEKAPCTBEHA
JIUCTA, IOKPUBAaHa OT O0LIeCTBEH (DOH] HA TTOHE TPU OT MOCOYECHHUTE CTPAHH B UJI.5,
T.2 ot Hapen6a Ne34 or 25 moemBpm 2005 r. 3a pena 3a 3amaiiaHe OT
penyOnMKaHCKUS OIOJUKET Ha JICYEHMETO Ha OBJIrapcKUTe TpaxJaHd 3a
3a00J1sIBaHuUs, U3BBH 00XBaTa Ha 3aBDKATETHOTO 3/IPaBHO OCUTYpPSIBAHE.

7. U3HCKBaHHA KbM YYaCTHHIIMTE

1. VYyactHuliuTe B OOIlecTBeHATa IOpbUYKa TpsAOBA Ja IIpUTEkKaBat
nuneHs3us, u3ganeHa mo pena Ha 3KHBII, korato ydacTBaT 3a JocTaBKa Ha
JIeKapCTBEHU NMPOAYKTH, ChAbPXKAIIMA HAPKOTUYHM BEIIECTBA OT NPUIIOKEHHUS 2 U 3
na 3KHBII. -

2. YuactHunute B 00IleCTBeHATa MOphYKa TPSOBa a MpUTEKaBaT pa3pelleHue 3a
IIPOU3BOJICTBO, M3AaneHo no pena Ha 3JIIIXM (B ciayudaute no ui. 196, an. 1 or
3JITTXM) wim 3a THProBUsl Ha €ApO C JIEKAPCTBEHU NPOAYKTH UM yIOCTOBEPEHHE
3a perHCTpalus 3a ThProBUs Ha €4po C JEKAPCTBEHH NPOLYKTH, WU paspelIieHne
3a BHOC — u31ajeHu 1o pena Ha 3JITIXM.



Ipniaoxenne Ne 3

YKA3AHUS 3A U3TOTBSIHE HA O®EPTATA

/OBPA3ELY/

Beekn y4acTHMK B IIpoLiefypaTa WMa MpaBO Ja NPEICTABH CAMO eIHH
BapHaHT Ha OQepTa 3a e[IHa, HIKOJKO WIIM BCUYKU 000COGEHH MO3ULIUH.

IlpencraBenara odepra TpsOBa ma Gbie CbC CPOK HA BANUIAHOCT HE TIO-
manek oT 90 /neBeTaeceT/ KaleHNapHM OHU OT KpaHMs CPOK 3a MOJydaBaHe Ha
odeprure.

Odeprata 3a yyactue B mpolejiypaTa Ce W3rOTBS, MpejaBa U IpHEMa B
ChOTBETCTBHE C M3HCKBaHMATA Ha 3aKoHa 3a obmecTBeHuTe mopbuyku. Odeprara
Ce MNOINMKCBA OT 3aKOHHHS IIPEACTAaBUTEN Ha JIMIETO, KOETO s MOJaBa WU OT
M3PUYHO yII'BIIHOMOIIIEHO OT HETO JIUIIE.

Odeprara 3a ydacTe B TpoleaypaTa cleiBa Aa ObJe H3rOTBEHA Ha
OBJIrapcKu e3UK.

Beuuku  JOKyMEHTH, KOMTO NpHIpYyXaBaT odepraTa ce IpeicTaBIT B
OpMTMHAJl WM KaTO KCEPOKONHMs C HOTapuajlHa 3aBepKa WJIM 3aBepKa Ha
y4YacTHHKA, B 3aBHCHMOCT OT BHMJa Ha JOKYMEHTa M OT yKa3aHOTO IO-I0Jy, B
IpeBOJ HAa OBITapckd e3uk. JIOKyMEHTHTe H NAHHHTE Ce MOJIHCBAT CamMo OT
3aKOHHHTE TIPEJCTaBUTEIM HA y4aCTHHKA, CBITACHO ChAeOHATa My perucTpaLus
WA OT W3PUYHO YITBIHOMOLLIEHH 3a TOBA JIMILIA, KaTO B TO3H ClIydail ce MpeicTaBs
II'BJIHOMOIIHO B OPUI'MHAJ HIIM KOIIME ¢ HOTapHajHa 3aBepka. BcHuku 1okymMeHTH
TpsiOBa 1a ca ¢ JaTa Ha H3JaBaHe, MpeIlIeCcTBAINA MOAaBaHETO HA odepraTa
He MoBeYe 0T 6 Mecena HJIM 1a €ca B CPOKA HA TSAXHATA BAJTHIHOCT.

Odeprara ciensa ga 0bae (QYHKIHMOHATIHO paslpeielieHa B TPH OTAeJHH
3aneyaTaHd, HENPO3PAYHH M HAANHUCAHM NauKa. Tpure Tuivka Ha odeprara ce
MOCTaBST B JIpyl HENpO3payeH IUIMK, BBPXY KOWTO ce OTOelns3Ba UMETO U ajapeca
Ha BB3JIOXKHUTENS, IpeaMeTa Ha OOIecTBeHATa NMOPHhYKA M MMETO W ajpeca 3a
KOPECIIOHICHIIH, Tell., (akc M e-mail Ha odepeHTa M MO3HUHHTE, 32 KOHMTO
nogasa odepra. Beexku eauMH OT IUIMKOBETE CJ€ABA Ja MMa ChIbPXKaHHE,
MOCOYEHO TMO-0JTY:

ILauk Ne 1 ¢ Haanuce “/IOKYMEHTU 3A HOABOP”

B nnuka ce mocTaBsT cieiHUTE JOKYMEHTHU:
1. JIoKkyMeHTH OTHOCHO THPrOBCKO-IIPaBHUS CTaTyT HA y4aCTHUKA:

1.1. OpuruHan Wiy 3aBEpeHO KOIKE Ha YIOCTOBEPEHHE 3a aKTYyaJIHO ChCTOSHUE,
H37a7CHO OT KOMIIETEHTEH OpraH B CTpaHaTa Ha ydyacTHUKa. Korato y4acTHUKBT €
pETUCTPUPAH WM TIPEeperucTpUpaH B €IUHHUS. eJIEKTPOHEH THPIOBCKU PErHCTHP



KbM ATEHLUSTA IO BIMCBAHUATA HE CE M3UCKBA YIOCTOBEPEHHE 3a aKTYaJlHO
CbCTOSIHUE, a ce mocouBa EUK. .
1.2. Opurunan wmu  HoTapuanHO 3aBEPEHO  KOMHE Ha  JOKYMEHTH,
YAOCTOBEPABAIM  NPEACTAaBUTEIIHATA BIACT HA JIMIETO, OT KOETO M3XO0XKIA
TIPENTIOKEHUETO, B CITydai, 4e TOBa He € 3aKOHHHS IIPEICTABUTE]l HA YYaCTHHKA.
1.3. 3aBepeHr OT ydYacTHHKAa KOmMsS Ha JOKyMEHTH 32 perucrpanus  —
naeHTnuKanuoner kox BYJICTAT (B ciyuaii, ue YYaCTHHKBT HE € BIIHCaH B
CAMHHUS eICKTPOHEH THPTOBCKH PErHCTBP KbM ATEHIMATA [0 BIHUCBAHHATA) U
AJC vnenTudukanmoner HoMep (B IPEABUICHUTE OT 3aKOHA ciyyan).

1.4. Jleknapauus 3a oTchCTBHETO Ha o6cTOSTeNCTBA o wi.47, an.l u an.2 ot 3011

Jeknapanust 3a OTChCTBHETO Ha obGcTosTenctBata no wid7, am5 or 30I1
(obpasey Nel).

1.5.3aBepeHo OT y4acTHHKa KOIHe Ha pa3peleHre 3a IPOU3BOICTBO, M3AAIEHO 0
pena ua 3JIITXM (B cnygante mo 4. 196, an. 1 ot 3JIIIXM) wiu 3a THProBUS Ha
€IPO € JICKApCTBEHU NPOAYKTH WM yJOCTOBEPEHHE 3a PETHCTPALUS 32 THPrOBHs
Ha €JIpo ¢ JIeKapCTBa, WK paspelleHne 3a BHOC — U3aieHu Mo peaa Ha 3JITTXM.
1.6.Y4acTHUIUMTE B OOLIeCTBEHATa MOpbhYKA TpsAOBAa [a MpPHUTEXKABAT JIMIEH3MS,
u3fiafena mo pexa Ha 3KHBII, korato y4yacTBaT 3a JOCTaBKAa Ha JIeKapCTBEHH
NPONYKTH, ChABPKAIIM HAPKOTUYHHU BELECTBA OT npuiioxkenus 2 u 3 na 3KHBIL.

2. TI'apaHnus 3a y4acTue B IpOIeaypara:

lapanisra 3a yyacTue B IpoLenypaTa € pasnpejeleHa o 000Co0eHH MO3HIHH,
KakKToO Cclie/iBa;

3abossiBane NO3HIUA INN I'apannus
1 RITUXIMAB 7 229,08
2 CLADRIBINE 179,77
310KaueCcTBEHU 3 DASATINIB 1 936,26
3a0019BaHus
4 BORTEZOMIB 2 051,69
5 ROMIPLOSTIM 2 122,98
6 NILOTINIB 2 397,92




7 ALEMTUZUMAR 720,83
8 IMATINIB 21 325,00
9 TRASTUZUMAB 27 544,23
10 IRINOTECAN 571,77
1 TEMOZOLOMIDE 3 880,53
12 DOCETAXEL 1 705,00
13 GEMCITABINE 220125
14 OXALIPLATIN 739,20
15 BEVACIZUMAB 10 819,58
16 TOPOTECAN 452,59
17 PANITUMUMAB 1 987,98
18 SORAFENIB 435488
19 ERLOTINIB 1 890,25
20 CAPECITABINE 4170,00
21 LAPATINIB 1 594,63
22 SUNITINIB 1121680
23 PEMETREXED 4 092,01
24 CETUXIMAB 1 887,86




25 TOPOTECAN 363,97
26 OCTREOTIDE 2 058,25
Mycobacterium
bovis BCG (Baccilus ,
27 Calmette - Guerin) 127,20
IBANDRONIC
28 ACID 1 292,85
IBANDRONIC
29 ACID 1 142,97
CALCIUM
ZOLEDRONIC
31 ACID 11 079,17
32 IDARUBICIN 84,86
33 IDARUBICIN 126,83
34 INTERFERON alfa 551,25
Colony stimulating
factors (Filgrastim;
35 Lenograstim) 1617,98
COLONY
STIMULATING
FACTORS
36 PEGFILGRASTIM 2 713,97
METHOTREXATE
37 1000 mg 61,67
METHOTREXATE
38 29,33

50 mg




AHTarommcTv Ha 5
HT3-peuentopu

Dolasetron
Granisetron
Ondansetron
Palonosetron
39 Tropisetron 570,00
AHTArOHHCTH Ha 5
HT3-peuentopu
ONDANSETRON;
GRANISETRON;
40 TROPISETRON 45,00
41 FLUDARABINE 477,60
42 FLUDARABINE 402,40
43 ETOPOSIDE 156,00
44 CYTARABINE 211,20
PAMIDRONIC

45 ACID 798,93
46 CARBOPLATIN 610,00
47 CISPLATIN 669,67
48 FLUOROURACIL 323,33
49 EPIRUBICIN 1 472,85




50 BLEOMYCIN 176,31
51 MITOMYCIN 799,15
52 VINBLASTINE 79,27
53 VINCRISTINE 164,70
54 VINORELBINE 338,25
55 PACLITAXEL 1 243,97
, OTHER
ANTIANEMIC
PREPARATIONS
ERYTHROPOIETIN
56 ; darbepoetin alfa 1232,50
57 Ifosfamide 1211,38
; Cyclophosphamide
58 ' 336,67
Cyclophosphamide
59 21,70
Mitoxantrone
. 60 242,04
61 Mesna 112‘,80




Morphine |
62 P 716,00
63 Tramadol 177,33
64 Dihydrocodeine 252,92
65 Oxycodone 136,43
66 Fentanyl ' 160,00
Morphine
67 P 84,65
Saccharated Iron
68 Oxid 1 024,00
69 Calcitriol 101,33
70 Sevelamer 423,03
71 Cinacalcet 1 834,27
- OTHER
ANTIANEMIC
PREPARATIONS
ERYTHROPOIETIN
; darbepoetin alfa;
Methoxy
» polyethylene glycol-
72 epoetin beta 2 465,00
TepMmuHaaHa
6bp0peuHa
HENOCTAaTHhUHOCT 73 HEPARIN GROUP 198,00
. Lung surfactants
XuanuHHOMEMOP Natural
aHHa 6oJiecT 74 phospholipids 4 096,00

Bw3noxurenar mma npaBoO [a 3aAbpiXKU TapaHIHATa 3a y4YaCcTHE B CICOHHTE

cilyJau: .
1. AKo y4aCTHMKBT OTTEINIH odeprara CH Clel H3THYaHETO Ha CpOKa 3a

IT0JIy4aBaHe Ha OQepTuTe;
2. AKO y4YacTHHKBT 00)KaJBa PELICHHETO 3a ONpEeAENsHe Ha W3IBIHUTEN - 10
peulaBaHe Ha CIopa;



3. Axo Y4aCTHUKBT € OIPCACIICH 3a HU3IIBJIHUTECII, HO HEC HU3MbJIHU 3aAbIKECHUETO
CH Ja CKJIF0OYH JOTI'OBOD 3a oOlecTBeHaTa IOopBYKa.

FapaHuHHTe 3a y4JaCTUC Ha OTCTPAHCHUTC YYaCTHHIH CC OCBO60)KIIaBaT OT
BB3JIOKUTCIIA B CPOK 5 pa6OTHI/I AHU CJIe[] U3TUYaHE Ha CpoOKa 3a o0XxaJIBaHe Ha
PEIICHUETO Ha BB3JIOXKHUTEIIA 3a OIIpEACIITHE HAa U3ITbJIHUTEII.

["apaniuuTe 3a ydyactue Ha KJIaCHpaHUTE YYACTHHUIM ce OCBOOOXKIaBaT B CPOK 5
pabOTHU THU TIPU YCIIOBUSITA HA WiI. 62, ai. 1, T. 2 ot 3011

[Ipn mpekpaTsBaHe Ha MHpoleAypara 3a Bb3JIaraHe Ha OOIIECTBEHa IOPBHUKA,
rapaHlMATe Ha BCUYKH yYaCTHHUIM C€ OCBOOOXKIABaT B CPOK IeT pPabOTHHU THH
cJie] U3TUYaHe Ha CPOKa 3a 00XKaJIBaHE Ha PELIEHUETO 3a MPEKpaTsBaHe.

BB310XuTEIAT 0CBOOOKIaBa rapaHiuuTe 0e3 Aa IBIDKU JUXBU 34 [IepUoa, Ipe3
KOHTO CpeJICTBaTa 3aKOHHO Ca MPECTOSIN IIPH HETrO.

[apaHImuTe 3a y4acTre ce MpeJCTaBAT B efHa oT (hopMuTe, ChriacHo 460
oT 3aKOHa 32 00IECTBEHUTE IOPBUKHU:

- opuruHa Ha 6e3yCcliOBHA W HEOTMeHseMa OaHKOBA rapaHIys, u3aaneHa ot
Opirapcka WM dYyXIecTpaHHa OaHka, B Ioa3a Ha MHHHCTEPCTBO HA
37]paBeona3BaHeTo, ChC CPOK Ha BanmuaHocT 90 /meBeTnaeceT/ KaleHIApHH [HH,
CUMTAHO OT KpalHHs CPOK 3a moilydyaBaHe Ha odepruTe. baHKOBHTE rapaHIdH,
‘M37afeHH OT YYXIEeCTpaHHW OaHKW, Clie[jBa [a Ca aBU3MPaHHW 4pe3 Obiarapcka
0aHKa, TOTBBPIKIaBalla aBTeHTUYHOCTTA Ha ChOOLIEHHETO.

- mapuuHa cyMma, TpeBefeHa 10 OaHKOBa CMeTKa Ha MUWHHCTEpCTBO Ha
3npaBeonasaneto — BHB Ilentpanno ymnpasnenne IBAN: BG83 BNBG 9661
3000 1293 01, BIC xox ma BHb — BNBG BGSD — miartexxHO HapexjaHe B

OpUTHHAI WU KOIIUeE.
3.Jloka3aTeJcTBA 32 HKOHOMH4YECKOTO H (PMHAHCOBO CHCTOSIHHE:

3.1. 3aBepeHM OT y4YacTHHWKa KONWS Ha TOAMINHHAT My CYETOBOJCH OanaHC M
oT4eTa 3a NpUxoau U pasxoxu 3a 2010r., 3aBepeHH OT SKCHEPT CUETOBOAMTEN, B
clydaWTe TIIpelBHMAEHM B 3aKOHa 3a CYETOBOACTBOTO. B ciydauTe Ha
HOBOPETMCTPUPAHH THPTOBCKH JIPY’KECTBA U B CIIy4aHTe, KOraTo y4aCTHUKBT HE €
IOPHINYECKO JIAIE, TAKMBA JTOKYMEHTH HE Ce U3UCKBAT.

4. I[OKaBaTeJICTBa 32 TeXHHYECKHTE Bb3MOKHOCTH 32 H3IObJHEHHE HaA
nopnbuKaTa:

4.1 3aBepeHO OT Yy4YaCTHHKA KOIKME Ha BAIMJHO pa3pelIcHHE 3a ynotpeba B
cTpaHata, u3aaneHo o peaa Ha 3JIIIXM wunu PernameHT (EO) Ne 726/ 2004 r. Ha



EBponelickus napnament u Coeera /un. 23, an.1 ma 3JITXM/ u of00peHa Kparka

XapaKTepUCTHUKa Ha MNpoAykTa. B cmydamre mo wir 55, am. 6 or 3JIIIXM,
YYaCTHUKBT NCKIapupa, 4€ KOJIMIECTBATa 3a JIEKapPCTBEHHUS MPOAYKT ca HATHIHH.

5. B ciy4aii, ye MpU M3MBIHEHHETO HA TTOPHUKATA IIIE y4JacTBa IMOJU3ITBIIHATEN €
HeoOX0MMO na Objie M3PHYHO 3asBEHO TOBA 00CTOSITEJICTBO, KAKTO M BMIA Ha
paboTuTe, KOMTO Il W3BHPLIBA M AENBT HA HETOBOTO ydacTtve. 3a ChbOTBETHHS
IIOU3I'BIIHUTEI CJIe/IBA 1a OBJIAT IPeICTaBEHH JOKYMEHTHTE IO 4. 56, an. 1, 1. 1,
3,4 u 5 or 3akoHa 3a OOLIECTBEHHTE MTOPBYKH.

0. B ciydauTe, KoraTo y4acTHUKET € 00eIHHEHHE, KOETO He e IOPUIUYECKO JIHLE
3a BCEKU €JIMH OT yYaCTHULUTE B OOEIMHEHMETO CiIeiBa na OBIaT MPEeJICTaBEHH
AOKyMEHTUTE 4. 56, an. 1, T. 1, 3, 4 u 5 or 3akoHa 3a 00mEeCTBEHUTE MOPBYKH,
KaKTO W NOKYMEHT, yJIOCTOBepsIBall NPEANPUETH IEHCTBHS 3a PErducTpanys Ha
IOPUIAYECKO JIULLE.

7. Hexnapanmsi OT y4aCTHHKA, 4Y€ Il€ OCUTYPU B I'BIEH 00eM HEeOGXOIUMHUTE
KOJINYeCTBa.

8. Touen anpec, nuue, e-mail u TenedoH 3a KOHTaKTH ¥ GAHKOBHM PEKBH3UTH Ha
y4acTHHKA (obpazey Ne2).

9. JIOKyMeHT, ymOCTOBepsBall] 3aKyllyBaHETO Ha JOKYMEHTALMS 3a YYacTHE B
oOlIecTBeHaTa MOPHUKa.

- 10.Criuchbk Ha TOKyMEHTHTE, ChIBPIKAIIH Ce B 0pepTara, MOANKMCAH OT y4acTHUKA
(mpuiara ce B HA4aNOTO Ha odepTaTa, IPear BCHYKU TOKYMEHTH).

IHouk Ne 2 ¢ wagnuc  LJPEJUIOXKEHUE 3A HW3NBJHEHUE HA
HOPBHYKATA”

B nnuka ce nocraBs HOKYMEHTHUTE, CBbP3aHU C U3IIBJIHEHUETO HA MOpbYUYKATA:

1. Texuuuecko NpeJIOKEHNE Ha Y4YaCTHHKAa OTHOCHO O6LHI/ITe YCJI0OBHUA H
TCXHHUYCCKUTC U3UCKBaHUA 3a U3IIBJIHCHHAEC HA IIOpbYKaTa:

- IpeIMeT Ha odeprata (JIeKapcTBEH MPOIYKT) M 0heprpaHo KOJIHYECTBO;

- CpPOK Ha BaJUAHOCT Ha odeprara, KOUTO He MOXe Ja ObJe Mo — Kparbk oT 90
KaJIeHJApHU THU OT KpalHUs CPOK 3a MoiilydaBaHe Ha odepTH;

- CPOK 34 U3II'BJIHEHUE HA NIOPHUKATA,
- CPOK H Ha4YMH 3a IIalllaHe;

- CPOK Ha TOAHOCT Ha np€ajaranHuTe JCKapCTBCHU IIPOAYKTH,



HpezmomeHHeTo C€ MMOAIIMUCBA OT 3aKOHHUA IIPpSACTABUTEI HA YYACTHUKA HUJIM OT
H3PHYHO YIIBIIHOMOILCHO OT HETO JIHIIE.

ILiuk Ne 3 ¢ vaanuce “TIPEJIVIATAHA ITEHA”

®unaHcoBaTa o)epTa Ha yIaCTHHKA ChIBPKA:

Ilena 3a enuHMIla MspKa (JIEKAPCTBEHO BEIECTBO WIIH DDD, TDD) na
Npeaaranis MpoAyKT IO MeXIyHapOJAHO HeNaTeHTHO HamMmeHoBanue (INN)
ChbrylacHO cnenudukanusta, ¢ BkiodyeH J[JIC, HM3umMcIeHa BbL3 OCHOBA HA
NpelIoKeHATa HEeHA 32 JIEKAPCTBEH NPOAYKT MO ThProBCcKO HAMMEHOBAHHE U
C BKJIFOYCHM HAAICHKH 3a THPIOBEIl Ha €APO B CHOTBETCTBHE C U3MCKBAHMSITA HA
Hapenbata 3a ycnosusTa, npaBuiaTa U pela 3a peryjiupaHe U pericTpUpaHe Ha
LIeHUTe Ha JiekapcTBeHUTe NpoaykTu. Llenara ¢ JJJIC na 6bae 3amwmcana ¢ Gpoii
3HAIM CJiell [leCeTHYHATa 3ameTras, ChOTBETCTBAL] Ha Opos Ha 3HAIWTE B
MaKcHMalHaTa cToiHocT mo wi.7 ot HapenGara, mocoueHn B crenuQUKALUITA.
[ludpure ce u3nmcrar ¥ ¢ TyMH, KaToO NPHU HECHOTBETCTBUE CE B3eMa IPEIBU]
U3NKcaHaTa ¢ TyMH IIeHa.

2. EnvHu4YHA ILeHa 3a NpellaraHus JIeKapCTBEH IMPOAYKT 110 ThPrOBCKO
HaMMCHOBaHWE B JI€Ba, IO BTOPM 3HAK Cle] JAeceTHYHaTa 3ameTas, 10 KpaeH
nonydaren 0es3 u ¢ BkimodeH JIJIC. IlocoueHara 1eHa 3a ONAKOBKAa Ha
JIeKapCTBEHHs MPOAYKT He TpsOBa Ja MpeBHIaBa yTBBPJAEHATA LieHa mo 4. 258,
an. 1 or 3JIIIXM c BKIIIOYEHH HAALIEHKH 3a THProBell Ha €Ip0 B ChOTBETCTBUE C
u3rcKBaHusATa Ha Hapenbara 3a ycnoBusita, mpaBHiiaTa W pelia 3a peryjupaHe u
pEerucTpupaHe Ha LICHUTE Ha JICKapCTBEeHUTE NpoaykTu. Lludpure ce m3nucsar u ¢
JyMH, KaTo IIPH HECHOTBETCTBUE CE€ B3eMa MpPeABU U3NKCaHaTa ¢ TyMU lieHa.

3. O6wma croiHOCT Ha odepraTa B JeBa ¢ BkitoueH JIJIC, u3unciieHa B3 OCHOBA
Ha o¢epHpaHaTa IIeHa 3a eIWHHUIAa MspKa (JeKapcTBeHO BelnecTBo miad DDD,
TDD) Ha npemiaraHusi JIEKapCTBEH MPOAYKT IO MEXIyHApOIHO HEMaTEHTHO
HalMEHOBaHHUE.

4. VY4acTHHKBT MOXE Ja NperocTaBs HaTypajeH pabar B paMKUTe Ha
crieruUIIUPaHOTO KOJIMYECTBO IO ChOTBETHATA MTO3UIIHS.

5. Ilpennoxkenara LieHa He cie/Ba J1a IPeBUIIaBa MaKCUMalIHATa CTOMHOCT 110 4.7
ot Hapenba Ne34/2005r. u cnensa na € cpoOpaseHa C Ibp)KaBHATa peryapana
1ieHa 1o pefa Ha 9wi.258, an.1 na 3JIIIXM.

MakcuMalTHATe CTOMHOCTH IO 4Jj.7 ca ONpejesieHd KbM JaTaTa Ha U3TOTBSIHE Ha
cnernudukanusara /31.03.2011 r./ kaTo ca U3MOI3BaHU JaHHUTE OT JIEKAPCTBEHUTE
JUCTH Ha CTpaHuTe Mo wi.5 1.2 or Hapenbara 3a pema 3a 3amiamaHe OT
penyOIUKaHCKHsS OMO/DKET Ha JICUSHHeTO Ha ObJiIrapckure TIpaXkKJIaHH 3a
3a00JsBaHKs, U3BbH 00XBaTa Ha 3aIb/DKUTEHOTO 3[paBHO ocurypsBaHe. Web-
aJipecuTe Ha JEKapCTBEHUTE JIUCTH Ca IMOCOYSHH Ha MHTEpHET CTpaHMIaTa Ha M3,
pyOpuka ,,Komucus o nesu’”.



6. Ilpenniokenara 1eHa Ha JICKapCTBEHMS MPOAYKT 110 ThPTOBCKO HAMMEHOBAHME
CJIe/IBa J1a BKJIIOYBA CTOMHOCTTa Ha CTOKAaTa, ONAKOBKa, 3aCTPaXxOBKa M TPAHCIOPT
A0 KpaeH Iojyvares, IPH CPOK HAa TOJHOCT He Mo-Maidbk or 60 Ha c¢To OT
O0sIBEHHUS OT IPOU3BOJUTEINS KBM JaTaTa Ha BCSIKA JOCTABKA.

7. BanunHocT Ha neHosarta odepra B KaineHaaphu nuu. Odepra ¢ MO-MaTbK CPOK
Ha BaJMIHOCT OT TIOCOYEHHS B IIOKaHaTa IUe OBbJe OTXBBPIEHA, KAaTo
HECHOTBETCTBAILIA HA M3UCKBAHUSATA.

8. Llenara Ha Bcsika 000coOeHa MO3MUIMS ClleaBa fa ObAe B OTAENIEH 3armedaraH
IUIAK ¥ Haanrucada ¢ Ne Ha HOo3uIusATa.

O(bepTaTa C€ MOoANHCBa OT 3aKOHHHA IPEACTABUTEII Ha JHULETO, KOETO A
noaaBa UKW OT U3PHUYHO YII'BJIHOMOIIEHO OT HETO JIUIIE.



ITpunoxxenune Ne 4
ITpoexT !

TOTOBOP
3A IOCTABKA HA JIEKAPCTBA
S 31 5 T A A r.

JIHEC, woveeeeiiieieeeee, 2011 r. B rp.Codust, Mmexmy:

MHUHUCTEPCTBOTO HA 3IPABEOIA3BAHETO, c agpec: Codust
1000, mn. “Csera Hemens” Ne 5, ten. u dakc 981 18 33, ¢ BYJICTAT wugnent. No
000695317 u JJC wunent. No BG000695317, npencrasnsBano ot a-p Credan
KoHcranTHHOB — MUHHCTBP U 305 BbneBa — nupektop Ha mupeknus ,,bd”,
Hapu4aHo no-noiy 3a kpatkocT “Bb3JIOKUTEJL” ot enHa cTpaHa,

u

“reessnnnes ”  ChC CEJAIHUILE U apeC Ha YMPABICHHUE IP....., Y1 .covvuernneen. , Ne...,
BX..., aIl. ..., BYJICTAT ....... /EUK peructpupano nog Ne ....., TOM. ...., CTp. ... IO .
. Ne .../...T. Ha ...... ChJl, NPEACTABIISBAHO OT ........ , EI'H ....... , IpeJiIcTaBUTeN Ha

 rereeesnnssnanenes “, HapuuaHo no-goiy 3a kpatkocT “U3INBJIHUTEJI”

Ha ocHOoBaHHe 4Wil. 41 or 3akoHa 3a o0mecTBeHUTEe NOPHLUYKH U Pemenue
Ne  PH-17-.uuuueeeeenne. [0 2011 r. HAa MHHHCTHBpPA Ha
3/paBeoNa3BaHETO Ce CKJIIYH HACTOALIUAT JOTOBOP 3a CJIEAHOTO:

L. MPEJAMET HA JIOTOBOPA

1.1. BB3JIOKUTEJIAT Bw3nara, a UBITBJHUTEJISAT ce 3anbimkaBa 1a
noctasd Ha BB3JIOKUTEJIS criennute jiekapcTBa, HApUUAHU I10-JI0TY “CTOKHM”,
CBHIJIACHO YCJIOBUSATA HA HACTOSIIUS JOTOBOP, KAKTO ClIe/Ba:

INN....coooereeenn. 10..... mg /1U.../
.................. ......on./ ./
1.2. B cinyyaute Ha HarypaieH pabat UBIIBJHUTEJISAT ce 3aasmxkasa na
npenoctasu Ha Bb3JIOKHUTEJIA ........ mg (... OI.) OT OOLIOTO KOJHYECTBO 110

yn.1.1. 6e3muaTHO HoxA (GopMaTa Ha HaTypajeH pabar, KaTo KOJIMYECTBOTO My ce
pasmpenelist IPONOPLUOHATIHO KbM BCSAKA TOCTaBKa.

1. IIEHY U OBIIA CTOMHOCT HA
JTOCTABKHUTE IO IOTOBOPA

2.1. ExmanuHaTa neHa Ha crokure 1o 4wi.1., 6e3 JI/IC, e kakTo cieasa:



2.2. Ennan4HaTa nena Ha ctokute 1o 4. 1., ¢ JJJIC, e kakTo ciensa:

2.2 1. INN....ccovveeeees 3a €IMHULIA MspKa
............................. 3a om./ ¢iL.: veeeereenns JIB.

2.3. lleHata Ha JeKapcTBEHUS MPOAYKT II0 THPrOBCKO HAMMEHOBAHUE
BKJIIOYBA CTOWHOCTTA HA CTOKATa, OIAKOBKA, 3aCTPAaXOBKAa M TPAHCIIOPT O KpaeH
nojy4yares, IIpA CPOK Ha IOAHOCT He mo-Mairbk oT 60 /mectaecer/ Ha ¢TO OT
00sIBeHUS OT NMPOU3BOJUTENS KbM J1aTaTa Ha BCSAKA JOCTABKA. .

2.4. llenara e ompeneneHa 10 KpaeH TMoJiydaTeJl M He IpeBHIIABA
perucTpupaHaTa Il€Ha Ha MPOM3BOIUTEN, IUIIOC MAaKCHMAJIHO JOIyCTHMATa
HaJlleHKa 3a TbproBell Ha efpo, ¢ BKioueH JIJ[C.

2.5. Ilenara e QukcupaHa U He MOJICKH Ha MPOMSIHA 3a CPOKa Ha JeHCTBUE
Ha 10roBOpa, OCBEH B ciay4aute Ha Wwi1.43, an.2 ot 30I1. B cnyyaii, 4e mpe3 BpeMeTo
Ha JEHCTBHE HAa NOroBOpa Abp)KaBHATa peryjiMpaHa IieHa Ha TMOCOYEeHHUTe B T.l
JIeKapCTBEHU MPONYKTH, BKIIOYeHU B [103WTHBHMS JI€KapCTBEH CIHCHK MO 41.262,
an4 ot 3JIIIXM crane mo-uucka ot goroBopeHata, BB3JOKUTEJSAT e
3arnjaia JeKapCTBEeHUTE MPOJIYyKTH Ha MO-HHWCKATa LeHa, OT JaTara Ha BIIM3aHE B
CHUjla Ha KOHKPETHOTO pelneHne Ha KomucHsTa mo IeHUTE Ha JIeKapCTBEHUTE
NpoAyKTH. B ciyyaid, 4e mpe3 BpeMeTO Ha AEHMCTBHE Ha JAOTOBOpPa CTOMHOCTTA IO
qn. 20 or Hapenbara 3a ycrnoBusTa, mMpaBWjiaTa ¥ KpUTEpUUTE 3a BKIIOYBAHE,
NPOMEHH W/WIW W3KJIIOYBAaHE Ha JieKapcTBeHW Mnpoayktd oT Ilo3utuBHus
JeKapCTBEH CIUCHK M YCIOBUATA U peaa 3a paboraHa Komucusita o IlosutuBHus
JIEKapCTBEH CIUCHK CTaHEe TO-HHUCKa OT JOTOBOpPEHATa, BB3JIOKUTEISAT Oe3yCI0BHO
3amiaiia JeKapCcTBEHUTE MPOAYKTH Ha MO-HUCKATa LieHa, OT JaTaTa Ha BIIM3aHE B
cujia Ha KOHKpeTHOTO pelienye Ha Komucusita o ITo3uTHBEH JIEKapCTBEH CIUCHK.

2.6. Ob6mara CcTOMHOCT Ha JIOCTAaBKMTE II0 OOrOBOpa € 10 ...... ,00 aB.
(eeeeee.), 0€3 BKITIOUEH JIJIC . _
Ob0mara cTOHHOCT Ha JOCTaBKUTE IO JOroBopa € A0 ... ,00 aB.

(eseeeees)s € BKITEOUEH [IJIC.
II1. YCJOBUS U HAYUH HA IIVTAIITAHE

3.1. IlmamaHeTo IO HACTOSAIIMA IOrOBOP Ce OCHLIECTBABA 4pe3 OaHKOB
npesox ot ctpana Ha BB3JIOKHUTEJS no mocouenara B 4i.15.3. Gankosa
cmetka Ha U3ITBJIHUTEJISL.

3.2. 3amuaiaHeTo Ha CTOKHUTE IO JOTOBOpPa C€ WU3BBPIIBA OTIOKEHO B CPOK
1o 60 (mectaeceTus ) IeH, Cliel IpeACTaBsIHE Ha CIEJAHUTE JOKYMEHTH:

a) dakTypa, cbcraBeHa cbritacHo miuckBanmATa Ha 3JJIC m THMIBIIC -
OpHUTHHAT U 2 OpOosi 3aBEPEHU KOIIKS;

6) mpueMarenHo - IpeIaBaTelHy IPOTOKONH, [0 obpasen Ha MUHUCTEPCTBO
Ha 3/IpaBeOIla3BaHETO, ‘

B) 060O0ILEH OIMKC Ha MPOTOKONUTE — 3 Opos;

I) NHUCMEHM 3asBKU-pa3lpeleieHns, M3roTBeHM OT MUHHCTEpCTBO Ha
3/]paBeola3BaHeTo U 3aBEPEHHU OT KpalHHUTE MMOJTydaTelly;

1) ceptuduKaT 3a OCBOOOXKJaBaHE Ha BCsKa napmna U3JaieH OT
kBaHuLmpano auie no 3JITIXM — 3aBepeHo OT U3IIBIHUTENS KOMKE, B IPEBOJ Ha
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OBNrapcku €3uK OT (upma, CKIIHOYMIA TOTOBOP C MUHMCTEPCTBO HA BBLHIIHUTE
paboTH 32 U3BBPIIBAHE HA OQULIUATIHU [TPEBOIH.

N36poeHuTE TOKYMEHTH Ce MPEACTaBAT B JCTOBOJCTBOTO Ha MHUHHUCTEPCTBO
Ha 3/paBeolla3BaHEeTO, KJIaCUpaHU U NPUKAadYeHU B manka. B mamkarta ce mpuiara
[IACMO C ONHC Ha CHIBPXKAILIUTE C€ B HEs JOKYMEHTH, KAaTO 3aJIbJDKUTENIHO ce
roco4BaT HOMepara, aTuTe U Opost Ha MPUIIOKESHUTE JOKYMEHTH OT BCEKH BUJI.

3.3. B ciyuali, ye nocoueHuTe B WiI.3.2. JOKyMEHTH Ca HepeJIOBHU WU He ca
komIuiekToBaHH, cbimure ce Bpbhwar Ha M3ITBJHMUTEJIS c npuemarenHo-
npeaaBaTesieH NMPOTOKOJ 3a M3MpaBsHe Ha HepenHoctute. CpoksbT mo wi3.2. 3a
MJjamaHe Ha JOCTaBKara, 3amoyBa Ja Tede OT Jarara Ha IpeICcTaBiHETO Ha
MOCJIETHUS UBUCKYEM C€e JJOKYMEHT.

IV. CPOK HA TOCTABSIHE

4.1. Besika otaenHa JOCTaBKa, MpeAMET Ha HACTOSIIUS JOrOBOp, CleABa Aa
ObIe moctaBeHa B cpok A0 10 /mecer/ paboTHU AHM Clie]l NIOy4YaBaHe Ha 3asBKaTa-
pasnpeneienre or Bb3JIOXKHUTEJISA u 3a KonudecTsara, TOYHO ONpEeJEeeHn B
3asgBKaTa. 3asgBKara — paslpeleiieHue ce€ BpbUBa JIMYHO Cpelly IOAIKNC Ha
YIIBJIHOMOILEHO JIMIE OT 3BEHOTO 3a aJMUHHMCTPATHBHO OOCIY)XXBaHe WU Ce
U3Mpala ¢ Mpernopb4aHo MUcMo ¢ oOpaTHa pa3nucka, no (GaKc Wik 0 eJIEeKTPOHEH
BT NPU YCJIOBUATA | TIO pefia Ha 3aKOHA 3a EJIEKTPOHHHUS JIOKYMEHT U eJIEKTPOHHUS
ITOITIHC.

4.2. I/I3H"I)JIHI/ITEJI$IT ce 3aablDKaBa, B CPOK JO ABa JHHU cnez: U3THYaHE
Ha cpoka no T.4.1 na ysegomu mucMeHo win nmo ¢axc BB3JIOKHUTEJA 3a
M3BBPLIBAHE HA JOCTABKUTE Ha CTOKHUTE, NpPEeIMET Ha HACTOsIIHs 1orosop. IIpu
HEBB3MOKHOCT 3a M3BBpPIIBaHE HA JOCTABKUTE HA CTOKUTE MPEIMET Ha HACTOSILIMA
norosop aa ysenomu rucMero uin o daxe Bb3JIOKHUTEJIS.

4.3. 3a KOIMYECTBa MOCTAaBEHM W3BLH 3asBKaTa-pasnpeneneHue no 4iné.l.,
BB3JIOKUTEJSAT HsaMa 3aabKeHUe 3a I1aliaHe.

4.4. JlocTaBsSHETO HA CTOKU 0€3 3as4BKH - pasnpe/ie/ieHus e I_[OI'I}/CTI/IMO camo
B M3KJTIOUMTENIHH ClIydad, 3acTpallaBallld JKABOTA M 3/PABETO Ha IpaxJaHUTE U
cliefl U3PUYHO IMHCMEHO MOTBBPXKAECHHE OT CTpaHa HAa MUHHUCTBPA MM CHOTBETHUS
pecopeH 3aMeCTHUK-MHHHUCTBP.

4.5. B cnyuaute no wi.10.3 oT KoroBopa, CPOKBT Mo 4i.4.1 3armo4sa aa Teue
oT narara Ha mrcMeHoTto cbriuacue Ha BB3JIOKHUTEJIS. [TucmenoTo chriacue
o wi.10.3 ce mojy4asa OT IIPEACTaBUTE]T Ha N3NBJIHUTEJIS cpemy noaruc.

V. MSACTO HA JOCTABSIHE

5.1. 3a MSCTO Ha JOCTaBsAHE Ha CTOKUTE II0 TO3H JIOTOBOp C€ OINpPEAEISAT
KpaiiauTe noiyuarend oT Ilpunoxenue Ne 5 0T JOKyMeHTaUMsTA. Kpaiinure
T0JTy4aTeNt Ce ONpPeeNsT U3PUIHO B 3aBKUTE — PA3IPEICTCHIS Ha BB3/I0XKHUTEIIA.



5.2. PuckbT OT CIlydallHOTO IIOTMBaHe WJIM TMOBpPEXKJaHE Ha CTOKUTE
npemuHaBa Bpxy BbB3JIOKHUTEJISI o MoMeHTa Ha NPUEMAHETO UM Ha MSCTOTO
Ha JI0CTaBgHe ¢ IPUeMaTeNIHO-TIpeJaBaTeIeH IPOTOKOIL.

VL. JATA HA TOCTABSIHE HA CTOKHUTE

6. 3a mara Ha JOCTaBsIHE Ce CUUTA J1aTaTa, Ha KOSTO CTOKUTE ca JOCTaBEHH 110
KpaifHUTe MOJTy4aTeny, IpH ycIoBuaTa Ha 11.9.2.

VII. 3AABJIKEHUSI HA U3ITbJIHUTEJISA

7. IBINBJHUTEJIAT ce 3aabi0Kkasa:
7.1. Jla nocTaBM CTOKHTE B JOIOBOPEHHS CPOK M Jia TH Ipefaje Ha
KpaillHUTE IOJIy4daTeu.
7.2. Jla mpenajie CTOKHUTE, ITAKETUPAHU U MApKMPaHHU B CHOTBETHHA BUA
W B OMpENeNeHOTO B 3asBKaTa-pasnpejelicHHe Ha BB3TOXUTEIS KOIMHYECTBO Ha
MSICTOTO Ha JOCTaBsHE. v
7.3. B cpok n0 30 mHM cieJ TOCTaBsiHE HAa CTOKWTE Ja MPCACTaBH Ha
BB3JIOKUTEJS noxyMeHTHTe, H30pOeHH B 4il.3.2. OT HACTOALIUS TOTOBOP.
7.4. TIpy MOAIKACBAHETO Ha IOrOBOPa J1a MPEACTaBH:
a) JOKYMEHT 3a perucrpauus (KOoraro W3NBIHUTENAT e
obeMHEHNE);
6) mokymenTu 110 wi.47, an.1 u an.2 ot 3011
B) rapaHIHS 33 U3IbIHEHUE, B €/lHA OT (OPMUTE, ONPEICICHH B
q1.60 or 30Il, kosTo ce oOcBoOOXIaBa HAO 30 nHM ciea  TPUKIIOYBAHEe
W3IBIHEHHETO Ha J0roBopa. I'apaHuusTta e B pasMep Ha 3 % OT CTOMHOCTTa Ha
norosopa 0e3 JJJIC 1 Bb3IM3a HA ....etneee o JieBa.

VIIIL 3AlI'I)JI)KEHI/I$I HA BB3JTOXUTEJISA

8. BH3JIOKUTEJIAT ce 3anbKaBa:
8.1. Jla mpueme 1o pena Ha wi9.l u 4y1.9.2 OT HACTOSALIXS ITOrOBOP
ype3 yI'BIHOMOLIEH IPEACTaBUTEN Ha KpaliHus TONydaTes JOCTaBeHHTE B CPOK M
HA MSICTO CTOKH, CHOTBETCTBALIM MO BHJ, KOJMYECTBO ¥ Ka4€CTBO Ha ONHMCAHOTO B
HACTOAILASL OTOBOD. LIATOCTHMST KOHTPON IpH IPUEMAHCTO HA CTOKUTE CC
OCBILECTBSIBA OT PHKOBOAMTENS HA CHOTBETHOTO J1eueOHO 3aBelleHHE.

8.2. Jla 3amuiaTd JOCTaBEHUTE CTOKH IO peja Ha 1.3 OT HACTOSIIUA

JIOrOBOP.
8.3. Ciieq NPHMKIIOYBAHE W3MBIHEHMETO Ha J10r0OBOpa 1a 0ocBOOOAM

rapaHiysaTa 3a HU3IIBJIHCHUC, 0e3 Ja OIBJKHU JIMXBU 34 CpoKa, IIpe3 KOMTO cpeacTBara
3aKOHHO Ca IIPEeCTOosH Yy HCTO.

IX. IPMEMAHE 1 IPEJJABAHE HA CTOKUTE



9.1. IIpueMaHeTo Ha CTOKHTE ce U3BBPINBA HA MACTOTO HA JOCTAaBSIHE OT
YI'BJTHOMOIIEH IPe/ICTABUTEN Ha KPalHUs MOIyyaTell.

9.2. UIBIBJHUTEJSAT u yobiHOMOIIEHHS NPEICTaBUTENl Ha KpalHHS
oJfydaTesl  MOAMHUCBAT NpUEMATEeTHO-NIPEAaBaTeNeH MPOTOKOJN, yA0CTOBEPSIBALLL
[I0Jy4aBaHETO Ha CTOKUTE, €JHOBPEMEHHO C TPEACTaBIHETO Ha KOMWE Ha

CepTHQUKAT 3a OCBOOOXKIaBaHe Ha BCAKA NapTUAa, U3JaleH OT KBATU(GULIUPAHO
nuue o 3JITTXM.

X. KAYECTBO, TAPAHIIAU U CPOK HA T OJHOCT

10.1. KauecTBOTO Ha CTOKHMTE, MpPEIMET Ha HACTOSIIAS JIOrOBOp, Cle/Ba Jia
OTroBapsi Ha TEXHMYECKUTE CTAHIAPTH HA MPOU3BOJUTENS, KOETO Ce yA0CTOBEpsIBa
ChC CepTH(HKAT 3a KAuecTBO, M3MaJeH OT KOMIIETEHTEH OpraH B CTpaHaTa Ha
IIPOU3BOJIUTEIIS.

10.2. KbM narata Ha HOCTaBKaTa, OCTATBYHHUAT CPOK HA TOIHOCT HA CTOKUTE
NpeIMET Ha HaCTOAIIMsS JOrOBOp, cielBa na ObAe He mo—Mmaabk or 60 %
(rectnecer mpouenta). B crydait Ha mocTaBka Ha JEeKapCTBEHHS MPOAYKT C MO —
KpaThK OT norosopeHus cpok Ha rogHoct UBITbJHUTEJISAT nemxu HeycToiika,
KaKTO CJIe/IBa:

- 0T 59,99% 1o 50% - 20 % BBPXy CTOWHOCTTA HA JOCTABKATA,
- 01 49,99% 10 40% - 30 % BBPXyY CTOWHOCTTA Ha JOCTABKATA,
- 0T 39,99% 1o 30% - 60 % BBpXy CTOWHOCTTa HA JOCTABKATA,
- 0T 29,99% 1o 20% - 75 % BBpXY CTOWHOCTTA Ha JOCTABKATA;
- mox 20% - 90 % BBpXy CTOMHOCTTA Ha JOCTABKATA.

10.3. /TocTaBKarta Ha JIeKapCTBEH MPOAYKT C OCTAThYEH CPOK HA IOJHOCT IIO-
ManbK oT 30 /TpuseceT/ Ha CTO OT OOSIBHHHS OT IIPOU3BOJHUTEINS Ce U3BBPIIBA CaMO
C MUCMEHO ChITIackHe Ha BB310XKHUTENs 32 KOHKPETHOTO KOJIMYECTBO, ONPEAENIEHO OT
Hero. be3 u3puYHO MUCMEHO chrilacue Ha Bh3noxurens cTokure HsMa 1na ObaT
3amaiiany. FickaneTo 3a mucMeHo chriiacue ciefBa Ja IOCTBIN B JIEI0BOICTBOTO
Ha BB3JIOKHUTEJIS B cpok Ha 3 /Tpw/ OHM OT TOJNy4YaBaHETO Ha 3asBKa-
pasnpeiesieHHe.

10.4. BB3JIOXUTEJIAT moxe na oTKaxke MpUEMaHETO HAa CTOKUTE, aKo B
J€Hs Ha TAXHOTO TPUEMAHE OCTATBhYHHUAT CPOK HA TOAHOCT € IO — MajldbK OT
onpenesieHus B ui.10.2. OT HACTOSIIMS TOTOBOP.

10.5. B cny4aii Ha Ge3IaTHO TOCTaBsSHE Ha HAKOW OT CTOKHTE IO JOrOBOpa,
cerinacHo porosopeHoto ¢ M3ITBJHMUTEJIS, cemure cneaBa na oTroBapsAT Ha
nocoueHute oT Bb3JIOKHUTEJISA u3nckBaHus OTHOCHO CPOK Ha FOAHOCT U CPOK
Ha JIOCTaBKa, B ChOTBETCTBHE C WiI.2.3. 1 uin.4.1.

XI. OTTOBOPHOCT 3A HETOYHO U3ITBbJIHEHUE. PEKJIAMALIUA

11.1. BDB3JOXHUTEJIST wmoxe na mnpensBsaBa pekJaMaluu Ipea
NU3ITBbJIHUTEJIA 3a: v ,
a) KOJMYECTBO U HEKOMIUIEKTHOCT Ha CTOKHUTE WM TeXHHYecKara

JTOKyMEHTaIus (SBHH HEAOCTAThIIH );
0) KayecTBO (CKPUTHU HEJOCTATHIIN):
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- IPY OCTaBsSHe Ha CTOKH He OT JJOTOBOPEHMS BUJ], IOCOYEH B Wi. 1 .;
- IPU KOHCTaTUpaHe Ha JeQeKTH MpH yrnoTpeda Ha CTOKHTE.

11.2. Pexjamauuu 3a SBHM HENOCTAaTbLIM HA CTOKUTE C€ IMpPaBAT OT
BB3JIOKUTEJISA, upe3 kpailHuTe mojydarend Ha CTOKUTE, B MOMEHTa Ha
MpeIaBaHeTO UM, 32 KOETO Ce€ ChCTaBsl IPOTOKOJI, MOAIMCAH U OT IBETE CTPAHHU.

11.3. Pexknamanuu 3a CKpUTH HEOOCTATBLU C€ MPABAT Ipe3 LEeaus CPOK Ha
rOAHOCT Ha JOCTABEHUTE CTOKH, KaTo peKjlaMalusaTa ce IpUApyKasa
3aIbJDKATENTHO OT KOHCTATUBEH MPOTOKOJI, M3aeH oT M3mbinHuTeNHaTa areHuus 3a
JeKapcTBaTa. :

11.4. BDB3JOXUTEJIAT e ipked Ja  yBEAOMH  ITHCMEHO
U3INBJHHUTEJIS 3a ycranoBeHuTe nedektr B 15 (meTHafeceT) NIHEBEH CPOK OT
KOHCTaTUPAHETO UM.

11.5. B pexiamanuute ce IOCOYBa HOMEPHT Ha JOroBOpa, TOYHOTO
KOJIMYECTBO Ha IOJyYEHUTE CTOKM C TEXHWS NapTUAECH HOMEDP, OCHOBAHHETO 3a
pekyiamanysi 1 KoHkpeTHoTo uckane Ha Bb3JIOKUTEJISA.

11.6. B 10 (mecer) mHeBeH CpOK OT IOJy4YaBaHe Ha pEKIaMalusiTa,
N3NBJHUTEJAT cnensa ga orroBopu Ha BB3JIOXKHUTEJSA nucMeno u
KOHKPETHO JaJli IIpUeMa peKaMalysaTa Uin s OTXBbPIIS.

11.7. TIpu pexnamanus 3a ssau HegoctaTbiy U3IIBJIHUTEJIAT e mibxen
B €JHOMECEUYEH CPOK OT IOJlydyaBaHE Ha peKjlaMalusTa 3a CBOS CMETKa M PUCK Ja
JOCTaBH Ha MSCTOTO HA JOCTaBSHE KOJNMYECTBOTO JIMIICBAIlM B JOCTaBKara /
HEKOMIIIEKTHH JOTOBOPEHH CTOKH.

11.8. Ilpu peknamanus 3a CKPUTH HEIOCTATHIM N3MBJHUTEJAT ¢
JUTb’)KEH B €JHOMECedYeH CpOK OT IIOJ[yd4aBaHEeTO i Ja 3aMeHH JOCTaBEHUTE
HEIOTOBOPEHH IO BHJ / Ne(eKTHH CTOKHM 3a CBOSI CMETKa M PHUCK UM I10 NPELEeHKa
Ha BB3JIOKUTEJIS na BppHEe ChOTBETHATA 4YacT OT 3alulaTeHaTta ILieHa, BEIHO C
IBIDKUMUTE JTUXBU.

11.9. M360psT Ha IOCOYEHUTE IIO-rOpe BH3MOXKHOCTH Ja C€ BbpPHE
CHOTBETHATA YacT OT IUIATEHOTO HJIM Ja ce JOCTaBAT HOBU CTOKU NMPUHAMIEKH HA
BB3JIOKUTEJS u ce ynpaxHsBa OT Hero noia ¢opmara Ha IHCMEHO
yeenomiienne 10 U3IITBJIHHUTEJIS, karo pasxoiuTe M PUCKOBETE MO HOBOTO
noctapsHe ca 3a cMeTka Ha U3ITbJIHUTEJISL.

11.10. PexinamMupaHuWTe CTOKM C€ CBXpaHsIBaT OT CBOTBETHHS KpacH
[I0JIy4YaTelT 10 ypexXaaHe Ha peKiIaMaluuTe.

XII. OTTOBOPHOCT TP HEM3ITbJIHEHUE

12.1. 3a Heu3MBJIHEHNWE HA BCSKO €JHO OT 3aJbJDKCHMATA CU IO HACTOSIINA
IIOTOBOP, C U3KJIIOYCHHE Ha Te3H IO T. 10.2 u . 10.3, UIBOBJHUTEJIAT nbmku
HeycToiika B pasmep Ha 0.7% Ha JeH BbpXY CTOMHOCTTAa Ha HEU3NI'BIHEHOTO B
JIOTOBOPEHUTE CPOKOBE 3a/IbJDKEHNE, HO HE TI0BEYE OT 20% (nBageceT NpOLEHTa) OT
CTOHHOCTTA HAa HEM3MBIHEHUETO, KAaKTo M O0e3IeTeHHe 3a MNPEThPICHUTS
NeHCTBUTEIHHU BpEIH B CIydaHuTe, KOraro Te HaaXBbpJIAT J0rOBOpCHATA HEYCTOMUKA.

12.2. Korato mnpw Hajlu4yMe Ha peKIaMallui, NM3IObJHUTEJISAT He
W3IIBJIHE 3aIbDKEHHUITa cH 1Mo paszzaen XI or HacTosIusA JOroBOP B CPOK, CHIIHAT



neokd Ha BB3JIOJKUTEJISA seycroiika B pasmep Ha 2% OT IieHaTa Ha CTOKHTe,
3a KOMTO Ca HaIlpaBeHU peKJIaMalliuTe.

12.3. I1pu BCsAKO HEM3MbIHEHHE Ha 3a[bIDKEHUSATA 110 JOTOBOPA OT CTpaHa Ha
HU3ITBbJIHUTEJISA, BB3JIOXKUTEJST ynosieTsopsiBa NPETEHIIUUTE CH 3a
HEYCTOHKHTE KaKTO Clie[IBa: OT AB/DKMMOTO IUIALIAHe, a B Clydail, 4e CTOWHOCTTa
My HE € NOCTaThb4YHa — OT rapaHiusTa 3a W3IbIHEHHe o T.7.4., Gyk. “B” oOT
Jorosopa. B ciyuail, ye M CTOHHOCTTa Ha TapaHIMATa He € JOCTAThbYHA 34
ynosierBopsiBaHe Ha npereHuunre Ha BB3JOKUTEJIS, nocienauar Moxe na
NOTBHPCH IIpaBaTa CU MO ChACOCH pel.

12.4. TIpu BuHOBHa 3a6aBa Ha U3ITBJIHUTEJIS, nponbmxuna ¢ moBede or
TI0JIOBMHATA OT CPOKA 32 M3MI'BJIHEHHE HA ChOTBETHOTO 3aIbIDKCHHUE, Apyrara cTpaHa
¥Ma IIPaBo Ja pa3Bajd JOrOBOPa €IHOCTPAHHO ¢ |5-HEBHO IIpeIH3BecTHE.

12.5. Bb3JIOXKHUTEJISAT mma npaBo ja NpekpaTd eIHOCTPAHHO U 0e3
NPEU3BECTHE HACTOSIIHM JOrOBOP B ClIy4ail Ha MpeasBeHH I[OBeYe OT TpH
peknamaunu oT Bb3JIOZKHUTEJIS 1o . XI. .

12.6. B cnyyaii, 4ye no otHomenue Ha M3INBJHUTEJSA sHacTbmsar
obcroaTencTsaTa mno Wi 47 or 3akoHa 3a OOLIECTBEHHTE MNOPHYKH,
BB3JIOKHUTEJIAT uma mpaBo 1a NMpekpaTH €IHOCTPaHHO HACTOSIIUS JOrOBOD,
0e3 MUCMeHo Npeau3BecTre U 0e3 a Ab/DKHA HEYCTOMKH.

12.7. B cny4ai, 4e mo OTHOIICHHE Ha JIEKAPCTBEH MPOIYKT, MpeaAMeT Ha
JOTOBOpPA, BB3HUKHAT OOCTOATENCTBA, B pe3yJdTaT Ha KOUTO HACTBIH
HECHOTBETCTBHE C M3MCKBAaHUATA Ha TexHW4YecKara creuupukanws (IIpunoxenue
Ne 2 or poxkymenramusTta Ha nopbukata), BB3JIOKHUTEJAT uma npaso na
[IPEKpaTH €IHOCTPAHHO HACTOSALIMUS T0TOBOp, O€3 MUCMEHO NMpeaun3BecTre u 0e3 1a
IBJKU HEYCTOMKH.

XIII. POPCMAKOPHHU OBCTOSATEJICTBA

13.1. CtpanuTe nO HacTOSIIMS JOTOBOP HE MJBDKAT OOe3IIeTeHHe 3a
NIOHECEHU Bpenad U 3ary0u, ako TMOCJeIHWTE ca NPUYMHEHW B pe3yJiTaT Ha
HEeMpeoIojuMa CUJa.

13.2. Ako cTpaHaTa, KOSITO € CJIeABAJIO Ja U3IBJIHHU CBOE 3aJIbJDKeHHE IO
nmoroBopa e Omita B 3a0aBa, TS HE MOXe Jla ce TI030BaBa Ha HEMPeoIoIuMa CUila.

13.3. “Henpeononvma cuia”’ o CMUCHIIA HA TO3U JOTOBOP € HENpeIBUACHO
W/WIIA HENpeJIOTBPAaTUMO CHOUTHE OT HU3BBHPENEH XapaKTep, BB3HUKHAIO CIel
CKITFOUBAHETO Ha JJOr0BOpA.

13.4. CtpaHara, 3acersara OT HEIIPeoJoIMMa CUIIa, € JUIbXKHA 1a IIpeIpueMe
BCUYKH JEHCTBHS C TpHKaTa Ha AOOBp CTOMAHWH, 3a Ja HAM&JIH JO MUHUMYM
MIOHECEHUTE BpeIu W 3aryOu, KakTo WU Ja YBEIOMH IIMCMEHO JApyrara cTpaHa B 7-
JHEBEH CPOK OT HACTHIIBAaHETO Ha HelpeonosuMmara cuia. [Ipu HeyBenoMsiBaHe ce
I'BIKU OOE3IIeTeHHe 3a HACTHIIMIMTE OT TOBa Bpenu. Hempeononmmara cuia ce
JOKasBa OT 3acerHarara CTpaHa ChC cepTHOHKAT 32 (OPCMaxKop, M3AAJEH IO
CHOTBETHHS pell OT KOMIICTEHTHHS OpraH B Ibp)KaBaTa, B KOSATO Ca HACThIWIH
(hopcMaxopHUTE 00CTOITEIICTBA.

13.5. JlokaTo Tpae HenpeoaoIMMara Crja, U3IIbIHEHUETO Ha 3abJDKEHHSITA U
CBBP3aHUTE C TAX HACPEIHH 3abJKCHHUS Ce CIIUpa.



13.6. He mpencraBnssa “HempeoponuMa cuia” ChOUTHE, TPUYUHEHO IO
HEOPEXHOCT WIM Ype3 YMHUIUIEHO AeHCTBHE HA HIKOS OT CTPAHHTE MM TEeXHH
NPE/ICTABUTEIM W/ WM CIY)KHTEIH, KaKTO U HEJOCTHIa Ha IIapHYHH CPEACTBa Ha
BB3JOXUTEJISA.

XIV. CIIOPOBE

14.1. Bb3HuKHamMTE Mpe3 BPEMETPAGHETO HA JOrOBOpPA CIIOPOBE W
pa3HOTJIaCHsl MEXIy CTpaHMTe Ce pelaBaT dupe3 IPEeroBOpyd Mexay ToX.
IlocTurnaTuTe HOroBOpPEeHOCTH ce 0(OpMAT B IMUCMeHa (opMa M ce MpeBphIIar B
Hepas/ieliHa 4yacT OT J0roBopa.

14.2. B ciny4yaii Ha HemocTUraHe Ha JOTOBOPEHOCT IO TPEJXOMHHS YJjeH,
BCHUUKHU CIIOpOBE, IMOPOJECHM OT TO3U JIOTOBOP HJIM OTHACSIIH C€ JIO0 Hero,
BKJIFOYMTEIIHO CIIOPOBETE, MOPOJICHU OT WJIM OTHACSIIU Ce JO HETOBOTO THJIKYBaHE,
HEeJIeHCTBUTEIIHOCT, HEW3IIbJIHEHUWE WM IIpeKpaTsBaHe Ie OBAaT pa3pelraBaHH
criope] ObJIrapCKUTE MaTEPUATTHU U MIPOLIECYATHH 3aKOHH OT KOMIIETEHTHHS ChJ[ 10
pena Ha I'TIK.

XV. ChOBIIEHMS

15.1. Bcuuku choOIIEHUS MEXIY CTpaHUTE, CBbpP3aHU C M3ITBIHEHHETO Ha
TO3U JIOTOBOP Ca BAJIMJHHU, aKO ca HalpaBeH! B MUCMeHa (opma U ca MOAIUCAaHU OT
yrbiaHomortrenurte npeacrautend Ha U3IMNbJIHUTEJSA v Bb3J1OXKUTEJIS.
15.2. 3a gaTta Ha CHOOIIEHHETO CE CMATA:
- Jarara Ha IpeJaBaHeTo — MPU PHUHO MpeJiaBaHe Ha ChOOIIEHUETO;
- Jarara Ha ITOIIEHCKOTO KJIeHMO Ha oOpaTHaTa pa3NucKa — IpH U3IpallaHe
T10 TI0IIaTa;
- JaTraTra Ha IOpPHEMaHeTO — IMPH H3MpallaHe Mo Tenedaxc, TeNeKc WM e-
mail.
15.3. 3a BanuaHU ajJpecH 3a MpHeMaHe Ha ChOOLIEHUS U OaHKOBH CMETKH,
CBBP3aHU C HACTOALIMS AOTOBOP C€ CMATAT:

3A UBITBJIHUTEJIA: 3A BB3JIOXKUTEJIA:

€L MUHHUCTEPCTBO Ha 3/IpaBEOIIa3BaHETO

rp. ... rp. Codus 1000

)21 SR No .. 1. “Csera Henens” Ne 5

merl........ meil........

Gaxc........... gaxc...........

e-mail ... ........... e-mail... ...... ...

bankoBa cmeTka bankoBa cMeTka

Thb .... BHBb LlenTpanuo ynpasieHue

IBAN .... IBAN: BG83 BNBG 9661 3000 1293 01,

BIC xox va BHb — BNBG BGSD

15.4. Tlpu mpomsiHa Ha MocodeHus mo T.15.3. agpec ChOTBETHATa CTpaHa €
JUTEXKHA JIa YBEIOMH Jpyrara B TPUIHEBEH CPOK OT IIPOMsHATA.



15.5. B cpoka Ha neiictBue Ha Hactosmus norosop M3INBJIHUTEJIIST
HsMa MpaBo Jia MPOMEHsI OaHKOBaTa CMeTKa 1OcoYeHa B T. 15.3, ocBeH B clyJauTe
Ha o0Oe3IeyaBaHe Ha 3a]bDKEHHS 10 6AHKOBH KpeauTH 1o 1.16.1.

XVL JIPYT'U YCJIOBHUS

16.1. TlpaBata ¥ 3aMbDKEHMSITA [0 HACTOSIIMS JOTOBOD HE MOTAT Ja ce
TIpEXBBPIAT €HOCTPAHHO HA TPETH JIMLA U MOZOOHH aKTOBE HE TOPaKIAT IPaBHO
AeHcTBHE Oe3 MMCMEHOTO CBITIACKE Ha pyraTa CTpaHa.

- 16.2. 3a HeypeneHuTe BBIPOCH B HACTOSIIUS JOroBOp ce TIpHiara
JEeUCTBAIOTO OBITapCcKO 3aKOHOAATENCTRO.

- 16.3. B ciuyuaii Ha HACTBOMIM HPOMEHH B JO3UPOBKAaTa W HayuHaA Ha

NIPUIIOKEHHE B ONOOpeHaTa KpaTka XapaKTepHCTHKA HA JIEKAPCTBEHHS IPOLYKT,

CJICl CKIIOYBaHE Ha HACTOSINUS JOrOBOP, KOMIICHCHPAHETO Ha IOBHIICHHUTE
pasxonu e 3a cmetka Ha U3ITBJIHUTEJIS.

XVIL 3AKJIIOYUTEJHU PA3IIOPE/IBA

17.1. ToroBopbT BIM3a B CHJIA OT JaTara Ha MOAMKMCBAHETO My OT ABETE
CTpaHH U € ChC CpoK 10 60 kasengapuu Aau. OTHOCHO 060cO6eHa mo3unus Ne 74,
AOroBopbsT € ¢bC cpok a0 29.02.2012r. Ilo oTHOIIeHHEe Ha “yCIOBHS, HAYWH Ha
MJIaljaHe U CPOK Ha IlalmaHe CPOKbT Ha NEHCTBHE € CHIVIACHO JOTOBOPEHOTO B
Paznen III ot HacTosmus 10roBop.

17.2. Ilpu cbCTaBSHETO Ha HACTOSIIUS JOrOBOP CE€ IMPEACTABHXa CIICIHHUTE
JOKYMEHTH, KOUTO Ca Hepa3/iesiHa HeroBa 4acrT: :

1. Pemrene Ne P 17-.../..........2011lr. Ha MHHHCTBpa Ha
3[paBeolla3BaHeTO 3a OIpeJeNsHe Ha M3IIBIHMUTE] Ha OOIecTBeHa MOphYKa —
KOIHE; '

2. OOoOmeH omnuc Ha MpHEMATETHO-NPeIaBATEIHUTE [POTOKOIU -
obpasen; Ha MUHUCTEPCTBO Ha 37paBeoIa3BaHeTo. _
3. BammgHo KBM Jarara Ha CKIIOYBaHe Ha JOrOBOpa paspellcHHe 3a

ynorpeba u/uiy JeKaapanus 3a HATMYHOCT Ha JIOTOBOPEHUTE KOJIMUECTBA B CIIyUau
Ha U3THYaHe Ha paspelleHueTo 3a ynorpebda npes 2011 r.; v

4. OpuruHnan uiy HOTapUaTHO 3aBEPEHO KOMHE Ha JOKYMEHTH IO 4l 48,
an. 2 ot 3011

5. I'apaHius 3a U3IIbIHEHUE HA JOTOBOPA.

17.3. HacTosusaT H0TOBOp c€ ChCTAaBH B TPU €IHOOOpA3HM eK3eMILIsipa Ha
ownrapcku e3uk — equH 3a USITbJIHUTEJIS u nBa 3a Bb3JIOJKUTEJISA.

BbB3JOXHUTEJI: N3ITBbJIHUTEJL:

N-P CTE®@AH KOHCTAHTUHOB
MHUHHUCTDHP

JUPEKTOP HA IUPEKIIUA ,,E®”
3051 BBJIEBA



Ipnaoxenue Ne 5

Coucebk Ha JiedeGHATE 3aBeAeHHS - KpaiHH N0JIy4YaTe/Id Ha
JIEKAPCTBEHHU NPOAYKTH

1. CBAJIX3 EAZT - rp. Codus

2. CBAJIZIOX3 EOOJ - rp. Codus

3. CBAJIO ,,CBetn Muna " EOO]] — rp.brnaroesrpan
4. "KOLI Byprac" EOOJ - rp. Byprac

5. CBAJIO3 ,,JI-p Mapko Mapkog” - rp.Bapua

6. KOLI Bpama EOO/I — rp. Bpana 7

7. KOLI- B. Teproso EOO/T - rp. Benuko TBpHOBO
8. KOL-ITnosaue EOO/I - rp.ITnoBnus

9. KOLJ - Pyce EOOJI — rp. Pyce

10.CBAJIO3 - Codus o6mact EOO/] - rp.Codus
11.KOL[ -Crapa 3aropa EOO/ - rp. Crapa 3aropa
12.CBAJIO —-EOO/ - rp.XackoBo

13.KOLL Codust — rpag EOOJT — rp. Codust

14.KOL HIymern EOO/J - rp. Illymen
15.CBAJIO-EAI- rp. Codus

16.MBAJI- To6pua A/l - rp. To6pud

17.MBAJI ,,Ceeta Mapuna” EAJ] - rp.Bapna
18.MBAJI ,,JI-p Tora Benkosa “ AJl - rp. I'abpoBo
19.YMBAJI ,,[I-p I'eopru Crpancku” EAJ] - rp. Ilnesen
20.MBAJI,,Cseru I'eopru” EAI[ - rp. IlmoBauB
21.YMBAJI , Ilapuma Moanna — UICYJI” EAJT — rp. Codus
22.YMBAIJI "Anexcangposcka" EAJI - rp. Codus
23.CBAHJIB



24.CBAJIAI ,,Matiuun nom”

25.MBAJI Acenosrpan EOO/I - rp. AceHoBrpan

26. MBAJI ,,}JOnus Bpescka” — bsina EOO/] - rp. bsana
27.MBAJI bsina Cnatuna EOO/] - rp. bsina Cnatuna
28.MBAJI bnaroesrpag A/l - rp. bnaroesrpan

29.MBAJI boresrpag EOO/ - rp. boreBrpan

30.MBAJI Byprac AJl - rp. byprac |

31.MBAJI ,,Ceera Ana” AJl, rp.Bapna

32.MBAJI Benunrpag EOO/I - rp.Benunrpan

33.MBAJL ,,JI-p Credan Yepkezos” A/l - rp. Benuko TepHOBO
34.MBAJI ,,Cgeta Iletka” AJl - rp. Bunun

35.MBAJI ,, Xpucto botes” A/l - rp. Bpaua

36.MBAIJI ,,UBan Cxennepo” EOO/] - rp. I'one Jlemyen
37.MBAJI ,,Ceeru UBan Puncku” EOO/] - rp. dynHuna
38.MBAJI ,,Ceeru MBan Puncku” EOO/] - rp. EnxoBo |
39.MBAJI, JI-p Xpucto Cramboncku” EOO/] - rp. Kazanibk
40.MBAJI ,,[I-p Kupo ITonos” EOO/J] -rp. Kapnoso

41 MBAJI Kapro6ar EOO/] - rp. Kapaobat

42 MBAJI ,,[I-p Atanac dadoscku” AJl - rp. Kepmkanu
43.MBAJI ,,Huxona Bacunue” A/l - rp.Krocrenaun

44 MBAJL ,,IIpod. ITapackes CtosHoB” A/l - rp. JIoBeu

45 MBAJI Jlom EOOJ - rp. Jlom

46.MBAJI ,, I-p Cramen Wnues” A/l - rp.MoHTaHa

47 MBAJI ,, Ceera ITetka buirapcka” EOO/JL - rp. Hosa 3aropa
48 MBAJI Iazapmkuk A/l - rp.I1azapmkuk

49 MBAJI , Paxuna Anremosa” A/l - rp.Jlepauk

50.MBAJI ITupgon EOO/ - rp. [Tupmomn



S1.MBAJL,,Pokdenep” EOOJ - rp. ITetpuu

52.MBAJI ITnoBnuB AJl — rp. ITnosmus

53.MBAJI Pa3nor EOO/ - rp. Pazior

54.MBAJI ,,Csetu UBan Pusicku” EAJI - rp. Pasrpan

55.MBAJI Pyce AT - rp. Pyce

56.YMBAJI ,,Csetu UBan Pusckn” EAJl - rp. Codus

S7.YMBAJL,,Ceta Arna” — Codus AJl - rp. Codus

58.MBAJI - HKB EAJ] — rp. Codus

59.ITeta MBAJI — Codust EAJ] - rp.Codus

60.YMBAJICM ,,H.U. ITuporos” EAJ] - rp.Codus

61.MBAJI CamoxoB EOO/] - rp. CamoKOB

62.MBAJI ,,Ceetu Bpay” EOO/] - rp. Cannancku

63.MBAJI Ceunenrpax EOO/JI - rp. Cunenrpan
64.MBAJIL ,,JI-p Bparan [llykepos” AJ] - rp.CMoisH

| 65.MBAJL ,,I-p Jumutsp IaBnosua” EOO/] - rp.CBHIIOB

66.MBAJI ,,ITpo¢. Cr. KupkoBuu” AJI - rp. Crapa 3aropa

67.MBAJI ,,JI-p MBar Cenumuncku” AJl - rp.CiauBen

68.MBAJI Cunuctpa A/l - rp.Cunucrpa

69.MBAJI Tposta EOO/] - rp.Tposin

70.MBAJI Teprosuiue A/l - rp. Tbprosume

71.MBAJI XackoBo A/ - rp. XackoBo

72.MBAJI Yepsen 6psar EOO/ - rp.Yepsen Opsr

73.MBAJI Yupnian EOO/ - rp.Yupnan

74 MbAJI Illymen A/l - rp.lllymen

75.MBAJI ,,Csetu IlanTaneiimon” A/l - rp. SImGon

76.BMA - rp.Codus

77.Yb ,,Jlozenen” - rp.Codus



78.MBAJI ,,Toxyna 6onuuna Copus” AJl” - rp.Codus



