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I'JTABA 1V. OB N3UCKBAHMSI.
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PA3AEJI 2. O6pa3uu Ha JOKYMEHTH U YKa3aHHe 32 MOAr0TOBKATAa UM
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2. N3uckBaHus KbM JIMYHO CHCTOSIHUE HA yyacTHUIIUTe. OCHOBAHUSI 32 OTCTPAHSABAHe.

3. Kpurepumn 3a noaoop
YACT Il. EJIEKTPOHHO INIOJABAHE HA HNPEJJIOXEHUSATA, EJJEKTPOHHHA
OBPA3II1 HA JAOKYMEHTU UMW YKA3AHUE 3A IMNOAI'OTOBKATA HM.
MMOJAI'OTOBKA HA ITPEJJIOKEHUSTA

YACT I1l. CKIIOYBAHE HA PAMKOBO CIIOPA3YMEHHUE, YPE3 EJIEKTPOHHA
CUCTEMA 3A 3AKYIIYBAHE HA JIEKAPCTBEHM NPOAYKTH 3A HYKJIUTE HA
JIEYHEBHUTE 3ABEJIEHUA B PEITYBJIMKA B'bJII'APUSI.

YACT 1IV. NNPOBEXIAHE HA EJIEKTPOHEH BBTPEHIEH KOHKYPEHTEH
N3b0P/JOITBJIBAHE HA O®EPTA OT JIEYEBHUTE 3ABEJIEHUSA, YPE3
EJIEKTPOHHA CUCTEMA 3A 3AKYIIYBAHE HA JIEKAPCTBEHU INTPOAYKTH 3A
HYXIUTE HA JIEYEBHUTE 3ABEJIEHUS B PEITYBJIUKA BBJTI'APUSA.
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YACT 1
I''TABA I. IPEJJMET HA OBIIECTBEHATA ITOPBYKA

1. IPEJIMET.
Obexm Ha HacToOsIaTa OOIIECTBEHA MOPHYKA € "IMOCTABKUTE HA CTOKH, OCBHIICCTBSIBAHU UPE3
MOKyInKa" 1o cMuUChIIa Ha WI. 3, ai. 1, T. 2 ot 3akoH 3a obmiecTBenu nopbuku (30I1).
IIpenmer: ,,Cki04YBaHe HA PAaMKOBH cnopa3ymeHus ot LleHTpajHusl OpraH 3a MOKYNKH B
cektop '"3apaseona3zane’ (LIOIIC3), ype3 EjaexkTponHaTa cucremMa 3a 3aKkylyBaHe Ha
JIEKApPCTBEHH MPOAYKTH 32 HY:KIHUTe Ha jiedeOHUTe 3aBeeHus B Penyoiuka Boarapus.

2. OBOCOBEHMU O3 U HOMEKJIATYPHA

B Hacrosimara mpouenypa ce 000co0sSBaT CaMOCTOSITENIHM O0OCOOEHM MO3ULMU IO
Amnaromo-tepaneBtudeH ko1l (ATC) Ha nekapcTBeHuTe npoayktu. [lo3umnuure ce 060co0sBaT B
3aBHCHMOCT OT TSAXHATa TEPANeBTUYHA M XMMHUYHA XapaKTEPUCTUKA W/UIIM YOBEIIKHS OpraH WU
CUCTEMA, BbPXY KOSITO T€ OKa3BaT Bb3/CHCTBUE, & UMEHHO:

Homep Ha | O00co0eH MO3MIIHH, B 3aBHCHMOCT OT TAIXHATA TepaneBTHYHA U XUMUYHA

000co0eHaTa | XapaKTepPUCTHKA W/WJIM Y0BELIKHSl OPraH MJM CHCTeMa, BbPXY KOSITO Te

NO3uIHSA 0KAa3BaT Bb3/IeiiCTBHE

1 A XpaHocMHJIATeIHA CHCTEMA H MeTa00JIu3bM

2 B KpbB 1 KpbBOTBOPHHU OPraHu

3 C Cbpae4yHo-Ch/10Ba CHCTEMA

4 D JlepMaToJIOTHYHU CpeCTBA

5 G I1uK04Y0-M0J10Ba CHCTEMA U MOJIOBH XOPMOHH

6 H XOopMOHAJIHY NIPeNnapaTH 3a CHCTEMHO NPUJIOKeHHe, ¢ U3KJII0UeHne
HA MOJIOBM XOPMOHH ¥ HHCYJIHHH

7 J AHTHHH(EKIIHO3HH CPEICTBA 32 CHCTEMHO NMPHJIOKEHH e

8 L AHTHHEONJIACTHYHH H MMYHOMOYJIMPAIIU CPEACTBA

9 M MyCKYJIHO-CKeJIeTHA CHCTeMA

10 N HepBHa cucrema

11 P AHTHNAPA3UTHU NPOAYKTH, HHCEKTUIIMIHN U PeneJIeHTH

12 R Jmxarenna cucrema

13 S CeH30pHH Opranm

14 V Pa3un

BB Bcsika 000co0eHa MO3UIHSL ce ChIbP)KaT CAMOCTOSTETHO 000CO0EHN HOMEHKJIATypH Ha
JICKapCTBEHH MPOAYKTH B 3aBUCHMOCT OT TsixHata rpyna nmo ATC (AHaToMO-TepaneBTHYCH KOJI),
INN (MexayHapolHO HENaTeHTHO HAaWMEHOBAaHWE), HAYMH Ha TMPWIOKEHUE (Hampumep:
nepopaiHa, MapaHTepaaHa WM Ap. popMa, B ChOTBETCTBHE C IIOCOYEHOTO B TexHHuYeckaTa
cneunpukanusa) u 3abenexka (3a npunoxumure ciydau). [locouenute B TexHuueckaTa
crenuguKanus JEeKapcTBEHU NPOAYKTH ca BkiIoueHW B Ilpunoxkenune 2 Ha Ilo3utuBHMS
JIEKapCTBEH CIUCHK 110 WI. 262, an. 6, T. 2 OT 3aKOHA 3a JIEKApCTBEHUTE NPOAYKTH B XyMaHHaTa
meaununa (3JIIIXM), Bnucanu B myOaMyeH eeKTPOHEH perucTbp KbM HallmoHainHus chbBET Mo
LIEHU U peuMOypcUpaHe Ha JeKapCTBeHH MPOAYKTH. Bceku elMH yuyacTHUK B IpoIielypaTa, Moxe
7la IPEACTaBU MPEATIOKEHHUE 3a €JHA WIN I0BE€4Ye OT HOMEHKJIATYypUTe B 000COOEHUTE MO3UIINY,
BKJIIOYEHM B IpeIMeTa Ha oOIIecTBEHAaTa MOpPbUKa, KAKTO M 3a €]Ha, MOBeYe WJIM BCHUYKH
000c00eHH MO3ULHH.

3. BB3JIOKUTEJL

Ha ocnoBanue un. 2, ain. 1 ot IToctanosiaenue Ne 146 ot 9.06.2015 r. 3a cn3maBaHe Ha
Ilentpanen opran 3a mokynku B cextop "3apaBeonaspane” (IIMC Ne 146/2015 r1.), MUHUCTBPBT
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http://www.medicine.bg/atc/hranosmilatelna-sistema-i-metabolizam-A
http://www.medicine.bg/atc/krav-i-kravotvorni-organi-B
http://www.medicine.bg/atc/sardechno-sadova-sistema-C
http://www.medicine.bg/atc/dermatologichni-sredstva-D
http://www.medicine.bg/atc/pikocho-polova-sistema-i-polovi-hormoni-G
http://www.medicine.bg/atc/hormonalni-preparati-za-sistemno-prilojenie-s-izklyuchenie-na-polovi-hormoni-i-insulini-H
http://www.medicine.bg/atc/hormonalni-preparati-za-sistemno-prilojenie-s-izklyuchenie-na-polovi-hormoni-i-insulini-H
http://www.medicine.bg/atc/antiinfekciozni-sredstva-za-sistemno-prilojenie-J
http://www.medicine.bg/atc/antineoplastichni-i-imunomodulirashti-sredstva-L
http://www.medicine.bg/atc/muskulno-skeletna-sistema-M
http://www.medicine.bg/atc/nervna-sistema-N
http://www.medicine.bg/atc/antiparazitni-produkti-insekticidi-i-repelenti-P
http://www.medicine.bg/atc/dihatelna-sistema-R
http://www.medicine.bg/atc/senzorni-organi-S
http://www.medicine.bg/atc/razni-V

Ha 3/ipaBeona3BaHeTo € LleHTpaseH opras 3a NOKYIIKU B CEKTOD ,,3/ipaBeona3Bane’’. Ha ocHoBanue
wr. 4 or [IMC Ne 146/2015 r., IIOIIC3 e onmpaBOMOIIEHUST OpraH Ja IUIaHWpA, MOJATOTBS U
MPOBEX/Ia MPOLIEIYPH 3a Bb3JIaraHe Ha OOIIECTBEHH MOPHUYKH — MPEAMET Ha TIOCTAHOBJICHUETO U
Jla CKIIF0YBA PAMKOBHU CIIOPa3yMEHHUsI OT MMETO Ha jedeOHuTe 3aBenaeHue mo wi. 1 ot [IMC Ne
146/2015 r., ype3 M3MOJ3BaHE HAa OHJIAWH EJEKTPOHHA Iatdopma, HapeyeHa EnexTpoHHaTta
CHUCTeMa 3a 3aKyIlyBaHE Ha JIEKAPCTBEHHM MPOJIYKTH 3a HYXIUTE Ha JIeYeOHUTE 3aBEACHUS B
Peny6nuka bwirapus (Enekrponna cucrema).

Ha ocnoBanwue 4. 5, an. 2, 1. 17 ot 30I1, MUHUCTBPBT Ha 3PABEONA3BAHETO € MyOJIMUCH
BB3JIOKUTEN, B KauecTBOoTO My Ha LIOIIC3.

4. JEYEBHU 3ABEJIEHUSA — Bb3JIOKUTEJIN

CeoraacHo wi. 1 ot IIMC Ne 146/2015 r., HOIIC3 npoBexaa o0mecTBEHH MOPHUKH 3a
HYXXJIUTE Ha JIeYeOHUTE 3aBeleHUs 3a OOJHWYHA TOMOII MO 49i. 9 or 3akoHa 3a JeueOHHTE
3aBenenus (3J13) u neucOnuTe 3aBeaenus mo wi. 10, T. 3, 3a u 36 or 3JI3, HapuyaHu 1MO-10JTy 3a
KpPaTKOCT JiIe4eOHU 3aBEICHUS — BB3JIOKUTEIH.

IIpenmer Ha Bb3narane upe3 [IOIIC3 ca noctaBku Ha CTOKM — JIGKAPCTBEHU MPOAYKTH OT
[TosutuBHUS nekapcTBeH cnuchk mo wi. 262 ot 3JIIIXM, Bhnucanu B myOJWYeH €IEKTPOHEH
peructbp KbM HalmoHamHust ChbBET IO LIEHU U peUMOYypCHpaHe Ha JIEKapCTBEHH MPOIYKTH.

Hacrosimata mnpouenypa ce Bb300HOBsSBa 3a JedeOHUTe 3aBeleHHs] 3asiBUJIH
JIEKApPCTBEHHM NMPOAYKTH, KOMTO ce 3aIlIaliaT Ha ocHoBaHMe 4Wi. 45, aia. 18 or 3akona 3a
3APaBHOTO OCHUTYpsiBaHEe B PAMKHTe Ha NMPOBEIEHA MpoLeaypa 3a ch0MpaHe Ha 3asABKH OT
JieyeOHHTe 3aBeleHNs, I0COYeHH MO0-T0JIy:

1. | "Bropa MHoronpo¢uina 6omxuna 3a aktuBHo jedenue - Copus" EAJL, Codus

2. | "Kommekcen onkojoruyeH 1eHTsp - byprac" EOO/I, rp. byprac

3. | "Komruiekcen onkosoruueH 1neHTsp - [lmoaus" EOO/I, rp. [TnoBaus

4. | "KomruiekceH onkosoruueH 1eHTsp - Pyce" EOO/, rp. Pyce

5. | "Kommnekcen onkonoruyeH 1eHTsp - Crapa 3aropa" EOO/], rp. Crapa 3aropa

6. | "Kommnekcen onkosnoruueH neHTsp - [lllymen" EOO/, rp. Hlymen

7. | "Kommnekcen onkonoruyeH 1eHTHp" - Bpata EOO/], rp. Bpaia

8. | "MHoronpoduiHa GonHMIIA 32 aKTHBHO JieueHue - Aitroc" EOO/], rp. Alitoc

9. | "MuoronpodwiHa 60HHIIA 32 aKTUBHO JedeHue - ApauHo" EOO/I, rp. ApauHo

10. | "MHuoronpoduiiHa 60JHUIIA 32 aKTUBHO JieueHue - AcenoBrpan" EOO/I, rp. AceHoBrpan

11. | "MuoronpodunHa 6oaHuIa 3a akTUBHO JeueHue - benene" EOO/L, rp. benene

12. | "MuoromnpodwiHa O0THHIIA 32 aKTHBHO JiedueHue - bepkosuma" EOO/, rp. bepkosura

13. | "MHoronpodwuiiHa 60JIHUIIA 32 aKTUBHO JieueHue - binaroesrpan” AJl, rp. binaroesrpan

14. | "MuoronpoduiHa 6oHUIIA 32 aKTUBHO JieueHue - boresrpan" EOO/], rp. boresrpan

15 "MHoronpoduinHa 60aHMIIA 3a aKTUBHO JieueHue - bsa Cnatuna" EOO/], rp. bsua
Cratuna

16. "MHuoronpoduiHa 60aHHIIA 32 aKTUBHO JiedyeHue - Bapua" EOO/L, rp. Bapna kM
MUHHCTEPCTBO HAa TPAHCIIOPTA

17 "MHuoronpoduiHa 6oaHHIA 3a akTUBHO JeueHue - Benuku [Ipecnas" EOO/], rp. Benuku
IIpecnas

18. | "MHuoronpoduiiHa 6oHUIIA 32 aKTUBHO JieueHue - Benunrpan" EOO/L, rp. Benmunarpang

19. | "MHuoronpoduiiHa 6osHUIIA 32 aKTUBHO jedenue - Jlesun" EAJL, rp. [leBun

20. | "MHoronpoduiHa 60aHMIIA 32 aKTUBHO JieueHue - Jloopuu" AL, rp. Jobpuu
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"MHuoronpoduiiHa O0THHUIA 32 aKTUBHO JieueHue - Jlokrop Jumutsp Yakmakos - Pagneso"

21. EOO/I, rp. PagueBo

99 "MHuoronpoduiHa O0THHIIA 32 aKTUBHO JieueHue - A-p Atanac ladoscku" AJl, rp.
Kbpxanu

23 "MHuoronpoduina O0JHHIIA 32 aKTHBHO JieueHue - A-p Hukona Bacunes" AL, p.
Krocrenaun

24, "MHoromnpoduiaHa 60THUIA 32 aKTHBHO JiedeHue - 1-p Croituo Xpuctos" EOO/I, rp.
CeBnueBo

o5 "MHuoromnpoduiaHa 601HUIA 32 aKTUBHO JiedeHue - /[-p Teogocu Butanor" EOO/], rp.
TpsiBHa

26. | "MuoronpodwiHa 0oHHIA 32 aKkTUBHO Jedenue - [lynmoso" EOO/, rp. ymoso

27. | "MuoronpoduiHa 6omHuUIA 3a akTUBHO Jedenue - XKuot+" EOO/], rp. Kpymosrpan

28. | "MuoronpoduiHa 0omHUIA 32 aKTUBHO Jedenue - Mxtuman" EOO/L, rp. UxTtuman

29. | "MuoronpodwiHa 6oHMIA 32 akTUBHO JedeHue - Kaprobat" EOO/, rp. Kapuobat

30. | "MuoronpoduinHa 6onHHIA 3a akTUBHO JedyeHue - Kuexa" EOO/, rp. Kuexa

31. | "Muoronpoduina 0omHHIA 32 akTUBHO JiedeHnue - Jlykosut" EOO/L, p. JlykoBuT

32. | "MuoromnpoduiaHa 601HMIIA 32 aKTHBHO JiedeHue - Hukomnon" EOO/I, rp. Hukomnon

33. | "MHuoromnpodunHa 6onHuma 3a akTuBHO Jeuenue - Omyptar" EAJL, rp. Omyprar

34. | "MuoronpoduiHa 0omHHIA 32 aKTUBHO JieueHue - [Tazapmxuk" AJl, rp. [azapmxuk

35. | "MHuoronpoduiHa 6omHuna 3a akTHBHO JieueHue - [lupgon" AL, rp. [Mupmon

36. | "MHuoromnpodunHa 6onHuma 3a akTuBHO Jiedenue - [lomopue" EOO/], rp. [Tomopue

37 "MHuoromnpoduiHa O0THHIIA 32 aKTHBHO JiedueHue - [Ipod. a-p [lapackes CtosiHOB" A/l rp.
Jloseu

38. | "MuoronpoduiHa 60onHMIA 32 aKTUBHO JieueHue - [IspBomaii”" EOO/I, rp. [IspBoMaii

39. | "MHuoronpoduiHa OomHHIA 3a akTHBHO JieueHue - Paznor" EOO/, rp. Pasmor

40. | "MHuoromnpoduaHa 60JHUIA 332 aKTUBHO JieueHue - Pyce" AJl, rp. Pyce

41. | "MuoronpoduiaHa 6oaHMIA 32 akTHBHO JiedeHue - CamokoB" EOO/I, rp. CamokoB

42, "MHuoronpoguinHa 6oaHHIIA 3a aKTUBHO JeueHue - Ceetn Hukomnait Uynorsopern - Jlom"
EOO/, rp. Jlom

43. | "MuoronpoduiHa OomHuIA 3a akTHBHO JieueHue - Ceunenrpan’ EOO/L, rp. Ceunenrpan

44. | "MHuoronpo¢unaHa OonHuna 3a aktuBHO Jeuenue - Core" EOO/], rp. Core

45. | "MHuoromnpodunHa 6onHuIA 32 akTUBHO JeueHue - Cunuctpa" AJl, rp. Cunuctpa

46 "MHoronpoduiiHa 00JHHIIA 32 aKTUBHO JiedeHue - TereseH - A-p Axren [lemes" EOO/], rp.
TereBeH

47. | "MHuoronpoduiiHa 0osHHUIA 32 akTUBHO JieueHue - TpostH" EOO/L, rp. TposiH

48. | "MHuoronpodmiHa 0oHHIA 32 aKkTHBHO JieueHue - Tyrpakan" EOO/L, rp. Tyrpakan

49. | "MHuoronpoduiHa 00JHHIIA 32 aKTHBHO JieueHue - Teprosume” AJl, rp. Trprosurie

50. | "MHoronpoduiHa 00JHHIIA 32 aKTUBHO JieueHue - XackoBo" AJl, rp. XackoBo

51. | "MHoronpoduiHa 00JHHIIA 32 aKTUBHO JieueHue - Xpucto bores" A/, rp. Bpaua

52. | "MHuoronpoduiHa OoHHIIA 3a aKTHBHO JieueHue - YepseH opsar" EOO/L, rp. Uepsen Opsr

53. | "MHuoronpoduina 0omHHUIA 32 akTUBHO JieueHue - Yupnan" EOO/], rp. Yupnan

54. | "MHuoronpoduina 0omHHUIA 32 akTUBHO JieueHue - Llymen" AL, rp. lllymen

55. | "MHuoronpoduana OonHuna 3a aktuBHo Jeuenue "/[-p bparan llykepos" AJl, rp. CmonsH

56. | "MHuoromnpoduaHa 6osHuIA 3a akTuBHO Jiedenue "J[-p Kupo ITormos" EOO/I, rp. Kapiioo

57. | "MHuoronpoduiina OomHuna 3a akTuBHO Jieuenue "J[-p Cramen Unues"" AJl, rp. MonTana

58. | "MHuoromnpodwuaHa OosHUIIA 32 akTUBHO JieueHue "J[-p Tora Berkora"" A/, rp. ['abpoBo
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"Muoronpoduina 6onHuna 3a aktuBHO Jieuenue "Ilpod. n-p Acen Hlomos"" EOO/, rp.

59.
3narorpan
60. | "MHuoronpodunHa 6oaHMIIA 32 aKTHBHO JieueHue "Paxuna Anrenosa" AJl, rp. [lepauk
61. | "MuoronpoduiHa 6omaMIa 32 akTuBHO JeueHue "Pokdenep"" EOO/, rp. [lerpuy
62. | "Muoronpodwina 6oHMIa 3a akTUBHO Jedenue "CB. Exkatepuna" - Jumutposrpan” EOO/]
63 "Muoronpoduina 6onHuna 3a akTuBHO Jieuenue "Cs. MBan Puncku" EOO/, rp. ['opna
" | OpsixoBuILa
64 "MHuoromnpoduaHa 6oaHMIA 32 akTHBHO JiedeHue "CB. Muna" - [Imosaus" EOO/, rp.
" | IlimoBouB
65. | "Muoronpodwina 6oHMIa 32 akTUBHO JedeHue "CB. [lanteneiimon" AJl, rp. SImMGou
66 "Muoronpoduina 6omHuna 3a aktuBHO Jiedenue "C. Ilerka bearapcka" EOO/L, rp. HoBa
" | 3aropa
67. | "Muoronpoduinaa GomHuIa 3a akTuBHO jJeuenue "Csera [lerka"" AJl, rp. Bunun
68. | "MuoronpoduiHa 6omanna 32 akTuBHO JeueHue "Cretu Bpau"" EOO/, rp. Cannancku
69 "MHuoromnpoduaHa 6oaHMIA 32 akTHBHO JiedeHue "Cepreii Poctosiies"" EOO/I, rp.
" | Momuunrpan
70. | "Muoronpoduinna 6GomHuIa 3a akTuBHO Jeuenue byprac" AJl, rp. Byprac
71 "MHoromnpoduaHa 60aHUIA 32 aKTHBHO JiedeHue aA-p Jdumutsp [TaBnosuu" EOO/I, rp.
CBumon
79 "Muoronpoduinna 6oaHuIa 3a akTUBHO Jeuenue J-p UBan Cenumuncku - Cnusen" AL, p.
" | CnuBeH
73 "MHuoromnpoduiaHa 6oaHMIA 32 akTHBHO JieueHue J[-p Xpucto Cramboacku" EOO/, rp.
" | Kazannbk
74 "MHuoronpoduiHa G0THHIIA 32 AKTUBHO JICUEHUE 110 HEBPOJIOTHS U ricuxuarpus - CBetu
" | Haym" EAJL, rp. Codust
75 "MHuoronpoduiHa O0THHIIA 32 AKTUBHO JieueHue npod. 1-p Ajexcanabp ['epues -
" | Erponionie" EOO/I, rp. ETponione
76 "MHuoromnpoduiaHa 6oaHUIA 32 akTHBHO JiedeHue CB. MiBan Puicku - Pasrpan” A/, rp.
" | Pasrpan
77. | "MuoronpodwiHa OoyHMIIa 32 akTUBHO JeueHne CBera AHHA - Bapua" AJl, rp. Bapna
78. | "MHoronpoduiaHa 6oaHMIA 32 aKTUBHO JieueHue Ceeta Mapuna" EAJI, Bapna
79. | "MHoronpoduinHa 6oaHMLa 32 akTUBHO JeueHue Cetu MBan Puncku" EOO/L, rp. EnxxoBo
80 "MHuoronpogunna 6oaHuIa 3a akTUBHO JeueHue Ceeru [lanteneiimon" EOO/], rp.
" | [1noBauB
81. | "MuoronpodwiHa OomHuIa 3a akTUBHO Jiedenne FOmus Bpescka - bsma" EOO/L, tp. bsna
82. | "MuoronpoduiHa OomHuna 3a akTuBHO JieueHue" EAJL, rp. I'enp00B0
83 "MHuoronpoduiHa obsactHa 6osHuIa 3a akTuBHO jeyenue "JI-p Ct. Yepkesos"" AL, rp.
" | Bennko TepHOBO
84. | "Ilera mHOTONpOdMIHA OoNMHUIA 32 akTUBHO JeueHue - Copus" EAJL, rp. Codus
85. | "IIbpBa MHOTONpOdUIHA GoMHMIA 3a akTHUBHO JieueHue - Copus" EAJ], rp. Codus
86 "IIppBa crienuanu3upana aKylmepo-ruHeKoJIornyHa O0JTHUIA 3a aKTUBHO JieueHue "CaeTa
" | Copus" EA/L, rp. Codus
87 "Cneunanu3upana O0JHHUIIA 32 AKTUBHO JICUEHHE 32 THEBMO-(PTU3HATPUYHU 3a00IsIBAaHUS -
" | Crapa 3aropa" EOO/L, rp. Crapa 3aropa
88 "Cneunanu3upana 00JHHUIIA 32 AKTUBHO JIEUEHUE 32 THEBMO-(PTU3HATPUYHH 3a00IsIBAaHUS 11~
" | p Aumutsp I'pamaTukos- Pyce" EOO/JL, rp. Pyce
89 "Cnenuanu3rupana OOJHUIIA 32 aKTUBHO JieueHne Ha 0enoapoonu 6onectu - Tposa" EOO/I,

rp. Tposin
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"Crienmanu3upana OOJHUIIA 32 AKTUBHO JICYCHHE Ha OHKOJIOTHYHH 3a0omsBanus - Codust

0. obmact" EOO/I, rp. Codust
91 "Cnenmanu3upana O0JHUIA 32 aKTUBHO JieueHue Ha oHKosiornunu 3abomsBanus”" EOO/], rp.
Codus
92 "Crienmanusupana OOJHUIIA 32 AKTUBHO JICYCHUE HAa THEBMO-(THU3UATPUYHU 3a00JI1BaHUS -
" | byprac" EOO/], byprac
93 "Crneunanu3upana O0JHUIIA 32 AKTUBHO JICUeHHE Ha MMTHEBMO-()TU3UATPUYHHU 3a00JIIBaHUS -
" | Bpaua" EOO/], rp. Bpana
94 "Crneunanu3upana O0JHUIIA 32 AKTUBHO JIeUeHHE Ha THEBMO-()TU3UATPUYHHU 3a00JIIBAHUS -
" | XackoBo" EOO/], rp. XackoBo
95 "Crnenuanu3upana OOJHUIIA 32 aKTUBHO JICUeHHE Ha XemaToJiornuHu 3abomsiBanus’ EAJL,
" | rp. Codus
96. "Cneunanu3upana O0JHHUIIA 32 AKTUBHO JICUEHHUE 110 aKyIIePCTBO U TMHEKOJIOTus - Maituun
noM" EAJL, rp. Codus
97 "Crenuanu3vupana O0JHUIIA 32 aKTUBHO JieueHue 1o 0enoapoouu 6osectu "Cpera Codus"”
" | EAJL, rp. Codust
98 "Crenuanu3upana 00JHUIA 32 aKTUBHO JICYSHUE TI0 BBTpelTHU OoJiecT - TormooBrpan"
" | EOO/I, rp. TomonoBrpaj
99 "Crnernuanu3upana O0JHUIIA 32 aKTUBHO JICYECHHUE 110 1eTCKH Oojectu - [Ipod. iBan Mute"
" | EAJL, rp. Codust
"Crneunanu3upana 00JHHUIA 32 AKTUBHO JIEUE€HUE 10 MH(EKIIMO3HU U Tapa3uTHU OOJIECTH -
100.
npod. MiBan Kupos" EAJ], rp. Codus
101l "Cnenmanu3upana O0JHUIA 32 aKTUBHO JieueHue 1o oHkoJorus - Xackoo" EOO/], rp.
XacKoOBO
1021 "Cnenmanu3vupana O0JHUIA 32 aKTUBHO JieueHue 1o onkosorus "Csetu Muna"" EOO/] - rp.
bnaroesrpan
103] "Cneunanuzupana 6oHMIA 32 aKTUBHO JieueHue 1o onkosorus" EAJL, rp. Codus
"Creunanu3upana O0JHHUIIA 32 AKTUBHO JIeU€HUE 10 THEBMO-(PTU3NATPUYHH 3200 IsIBAaHUS -
104,
Codus obnact" EOO/]
"Crneunanu3upana O0JHHUIIA 32 AKTUBHO JIEUEHUE 10 TPABMOTOJIOTHS, OPTOIIEIUS U CIIOPTHA
105) meaununa - npod. a-p Jumursp oiines" EA/l, rp. Codus / kbm MUHUCTEPCTBO HA
OU3NYECKOTO BB3IMMTAHUE U CITOPTA
1061 "Cneunanu3upana O0THHUIIA 32 10JIEKYBaHe, MPOABKUTEIHO JICUeHNE U peXaOuInTanus -
byxoso" EOO/], rp. byxoBo
1071 "Crnennanu3upana O0JTHUIIA 32 I0JIEKyBaHe, MPOABDKUTETHO JeUeHUE U peXaOuInTanus 3a
nueBModrusnarpuyau 3adomnsBanus "Csera [lerka bearapcka" EOOJ], rp. Benunarpan
1081 "Crnennanu3upana O0THHUIIA 32 MPOJABIDKUTETHO JIEYeHHE U PeXaOMIUTAIUS TI0 BETPEITHU
6osectu - Mezapa" EOO/J|
109 "Crienmanuzupana OOJHHUIIA IO aKyILIEPCTBO U THHEKOJIOTHUS 3a akTUBHO JeueHue "[Ipod. -
p Aumutsp CramatoB" - Bapua" EOO/], rp. Bapna
"Crennanu3upana O0JHHUIIA 10 MTHEBMO(TU3MATPUYHU 3a00IIIBaHUS 32 TOJIEKYBaHE,
110) mpoawmxkutenHo ieueHue u pexadommraius "Lap @epaunang [" EOO/, c. Uckper,
obmuHa CBore
1111 "VHuBepcutercka MHOTONpodriHa O0JIHUIIA 32 aKTUBHO JieueHne - AnekcanapoBcka" EAJL,
rp. Codus
112] "VHHMBepcUTETCKa MHOTONpoduiiHa O0IHMIA 32 aKTUBHO JieueHue - [Ipod. a-p CrosH
Kupkosuu" AJl, rp. Ctapa 3aropa
1131 "VHHMBepcuTeTCKa MHOronpoduiHa 6oaHMIA 32 akTUBHO JieueHue "Ceeta AnHa"" Codust
AJl, rp. Codus
114) "VHuBepcHuTeTCKa MHOronpoduiHa 6oiaHMLa 3a akTuBHO JeueHue "Ceetu ['eopru" EAJL, rp.

IImoBaHMB
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"VHHMBepcUTETCKa MHOTONpoduiIHa OoaHMIIA 3a akTHBHO JieueHue "Llapuna Moanna -

115 NCVYII" EAJ], rp. Codus

"VHHMBepcUTETCKa MHOTONpo(HiIHa OoHMIIA 32 akTHBHO JieueHue 1-p I'. Ctpancku" EAJ],

116 rp. [ieBen

"YHUBEpCcUTETCKa MHOTOMPOUITHA OOTHUIIA 32 AKTUBHO JICUEHHUE U clielTHa MeauiuHa "H.

1 . TTuporos"" EAJl, rp. Codus

"YHI/IBepCI/ITeTCKa CriCuaJIM3nupaHa 60J'IHI/II_[a 3d dKTHBHO JICUCHUC 110 CHAOKPHUHOJIOI'UA

118 "Axan. MBan [lenues" EAJL, rp. Codus

119 "LenTsp 3a ncuxuuno 3apase - [Ipod. 1-p MBan Temkos" EOO/, byprac

120, "LenTsp 3a ncuxuuHo 31apase - Pyce" EOO/L, rp. Pyce

121 "HenTsp 3a ncuxuyHo 3apase - Copus" EOO/], rp. Codus

122 "YerBbpTa MHOTONpOdHUIIHA OosTHMIIA 32 aKTUBHO JieueHue - Codus" EAJL, rp. Codus

»~MHoronpoduaHa 6oiaHMIa 32 akTHBHO JieueHue "IIpodecop nokrop I'eopru 3nmarapcku”
123]
EOO/I, rp. benorpamguuk

124 MuoronpoduiHa O0HHIIA 32 aKTUBHO JiedeHre — Me3apa

MHuoronpoduina 60aHMIIA 3a aKTUBHO JeueHue "Hanuonanna kapauosiornyHa 0osxHuna"

125
EAJl, rp. Codus
126 Crnenuanu3upana O0JTHHUIIA 32 aKTUBHO JieueHue Ha 6enoapoonu 6onectu - 'abposo EOO/,
| rp. 'abpoBo
197 Crneunanusupana O0JHHUIIA 3a AKTUBHO JIEUEHUE HA OHKOJIOTMYHU 3a0oisBanus "J{-p Mapko
| AuronoB Mapkos - Bapna" EOO/], rp. Bapna
Crneunanusupana O0JHHUIIA 3a AKTUBHO JIEUEHUE HA MHEBMO-(PTU3UATPUYHU 3200 IsIBaHUS
128' n e n
H-p Tpeitman" EOO/I, rp. Benuko TepHOBO
129 YHuBepcurercka MHOTOnpodriHa 0oHuIa 3a akTuBHO Jedenue "Cs. MBan Puncku" EA/],
| Codus
130 YHuBepcutercka MHOronpoduiiHa 6oyiHMIIA 32 akTUBHO JiedeHue "Cpeta Exarepuna" EA/I,
| rp. Codust

5. IPABHU OCHOBAHHUS 3A OTKPUBAHE UM TIIPOBEXJIAHE HA
IMPOLOEAYPATA

Bo3noxurenst 00sBsBa HacTOsAIIaTa MPOLEAYpa 3a Bb3jIaraHe Ha oOLIeCTBEHA MOpbhUKa Ha
ocHoBanwme wi. 18, aim. 1, 1. 1 mwun. 19, an. 1 ot 30I1.

Hacrosimata npouietypa € oTkpura 1o Bug, Mo cMuchia Ha wi. 73, an. 1 ot 3011 u BB3
OCHOBa Ha Hes Ille ObJaT CKIIOUYEHH PaMKOBM CIOPa3yMEHMs 3a 3aKyllyBaHE Ha JIEKapCTBEHH
MIPOJYKTH 3a HY)KJIUTE Ha JedueOHuTe 3aBefeHus B PenyOnuka bearapus, npu cnazsane Ha ui. 81,
an. 1 muan. 95, am. 2, 1. 2 ot 30I1.

Hacrosimata mpouenypa € H3LSAJIO €JIEKTPOHHA M BCUYKM JICWCTBUSA CBBP3aHU C
OO0SIBSIBAHETO I U MPOBEXKIAHETO M 111e ObJaT U3BBPIIBAHU upe3 EnexTpoHHaTa cucremMa, 10CThIIHA
Ha CJICIHUS eJICKTPOHEH ajapec: https://cop.mh.government.bg/

Bb3 ocHOBa Ha HacTosmara npoueaypa L{OIIC3 me cknrouBa paMKOBH CIIOpa3yMEHHUs Upe3
U3I0JI3BaHe Ha €JIeKTPOHHU CPEICTBA 3a KOMYHUKAIUS B ChOTBETCTBHE C U3UCKBaHUATA MO Wi. 39
ot 30I1 u npu u3noN3BaHe Ha EIEKTPOHEH THPI, KOWTO 11I€ C€ IMPOBEXk/a o peaa Ha wi. 89-91 ot
30I11.

Crnen ckioYBaHEe HAa PAaMKOBH CIOpa3yMEHHsl JIeYeOHUTE 3aBEACHUS-BB3IOKUTENN 1€
CKJIIOYBAT KOHKPETHH JOTOBOPH 3a JOCTaBKa Ha JIEKAPCTBEHHM MPOAYKTH Cjell MU3BBPILIBAHE Ha
BBTpEIIEeH KOHKYpEeHTEeH U300p B ciiyyaunte Ha 4i. 82, ai. 3 ot 30I1 u npoBexaHe Ha eIeKTPOHEH
THPT IpHU cnazBaHe Ha pena 1no wi. 89-91 ot 3011 wnu nonmbiaBaHe Ha odepTara OT UIIBIHUTENS B
ciydaute Ha wi. 82, ai. 2 ot 30I1.
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6. CTOMHOCT HA OBIIECTBEHATA IIOPHYKA U MOTHUBH 3A U350P HA
MNPOLEAYPATA

3a ompeensiHe HA MPOTHO3HATA CTOWHOCT Ha 00IeCTBeHATa MOPBYKA, P CIIa3BaHE HA HII.
21 ot 30I1, Ha ocHoBanme wi. 5, ain. 1, 1. 1 ot [IMC Ne 146/2015 r. BB3IOXKHUTENS € OTKPUI
MpoIeaypa Mo chbOMpane Ha 3asiBKU 3a CKJII0YBAHE HAa PaMKOBHU CIIOpPa3yMEHHMS 3a 3aKyllyBaHEe Ha
JIEKApCTBEHH TPOJIYKTH 3a HYXIUTE Ha JICUCOHUTE 3aBEJCHUs, perucTpupanu B EnekrponHaTa
cuctemMa. JleueOHuMTE 3aBeleHHUs TIOCOYEHHM B HACTOAINIATAa JIOKYMEHTalUs ca 3asBUIIHU
HEOOXOJUMHUTE MM KOJIMYECTBA JICKApCTBEHU NPOAyKTH oT Ilpmnoxkenune Ne 2 Ha [losutuBHUS
nekapctBed cnuchk (I1JIC), 3a ckimrouBane Ha PamkoBu criopazymenus 3a nepuoaa 01.01.2017-
31.12.2018 r., B3 OCHOBA Ha KOUTO III€ CE€ CKJIFOYBAT KOHKPETHU JIOTOBOPU C M3ITBIHUTEIIH OT
neuebnute 3aBenenns mo wi. 1 or IIMC Ne 146/2015 r., ¥ KOUTO ca MOCOYEHHU B HACTOSIIATA
JOKyMEHTAITHSI.

[IporHo3HHUTE CTOWHOCTM HA OTICIHUTE 000COOEHW TMO3WUIMM W HOMEHKIATypH, ca
choOpazenu ¢ aktyasHust KbM 02.10.2017 1. ITo3uTrBeH aekapcTBeH cnuchk, [Ipunoxkenue Ne 2 u
MIPEABAPUTEIIHO 3aABEHUTE OT JICUCOHUTE 3aBEJCHUS KOJIMYECTBA JIEKAPCTBEHH MPOJAYKTH, KAKTO
cieaBa:

OBOCOBEHA ITO3ULUA Ne 2: BKPBB U KPBbBOTBOPHU OPI'AHU, BKJIFOUBAIIIA
7 HOMEHKJIATYPH - nporuo3na croiinoct 54 552 843,01 sqea ¢ JIJIC.

MexnyHnap
OJHO
AHATOMO- | HEeMaTeHTH AKTYAJIHA
TepaneBTH o Pedepentna INPOI'HO3HA
YeH KoJ HauMeHOB | 3aben Hauun Ha Heo6xoaum | croiinocr Ha | Ms | CTOMHOCT B
/ATC-kon/ | anue /INN/ | exka | npuiioxkenue | Opoii mapku | 1 0p. mapka | pka | Jas. ¢ BKI. JJC
Romiplosti
B02BX04 m MapeHTepasHa 2 533 100 4,857823 mcg 12 305 351,44
Eltrombopa nepopaiHa
B02BX05 g TBBpPJIA 1961 640 2,728710 mg 5 352 746,68
erythropoie
tin (Epoetin 1587 990
B03XA01 alfa) MapeHTepasHa 784 0,008389 U 13 321 654,69
Erythropoi
etin(Epoeti
B03XA01 n beta) napeHrepanHa | 658 469 131 0,008389 U 5523 897,54
Erythropoi
etin(Epoeti
B03XA01 n zeta) napenrepanHa | 517 455 307 0,008389 U 4 340 932,57
Darbepoeti
B03XA02 n alfa MapeHTeparHa 2 880 602 2,888189 mcg 8 319 723,01
Methoxy
polyethylen
e glycol-
epoetin
B03XA03 beta MapeHTepagHa 1658 413 3,249213 mcg 5 388 537,08

OBOCOBEHA MO3UIUA Ne

6: H XOPMOHAJIHU ITPEITAPATHU 3A CHUCTEMHO
NPUJIOXEHUE, C M3KJIIOYEHHUE HA IIOJJOBU XOPMOHHU U1 WHCYJIUHU,
BCJIIOUBAIIIA 3 HOMEHKJIATYPH — nporuo3na croitnoct 5 799 772,85 nesa ¢ JJAC
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Me:xayHap
0JIHO
AHATOMO- | HENATEHTH AKTYAJIHA
TepaneBTH PedepentHa INPOI'HO3HA
4YeH KO/ HauMeHoB | 3aben Hauyun Ha Heo6xoaum | croiinocr Ha | Msi | CTOMHOCT B
/ATC-kon/ | anue /INN/ | e:xkka | npuioxeHue | Opoii msapku | 1 0p. msipka | pxa | JaB. ¢ BKI. JJIC
Thyrotropi
HO1ABO1 n alfa mapeHTepaIHa 139 668,907410 | mg 92 978,13
Powd
er and
solven
t for
suspe
nsion
for
injecti
HO01CBO02 | Octreotide on napeHTepaaIHa 93 684 50,918271 mg 4770 227,30
Dexametha
HO02AB02 sone MapeHTepasHa 9 460 277 0,099000 mg 936 567,42

OBOCOBEHA MO3ULUA Ne 7:

J AHTHUUH®EKIMUO3HU CPEIACTBA

3A

CUCTEMHO MNPUJIOXEHHUE, BKJIIOUBAIIIA 2 HOMEHKJIATYPU - nporHo3Ha
croiinoct 2 478 228,88 neBa ¢ JIJIC

Mexnyna
poaHo
AHATOMO- | HemaTeHTH AKTYAJIHA
TepaneBTH Pedepentna | Ma | IIPOI'HO3HA
YeH KO/ HANMEHOB | 3a0en Hauyun Ha Heo0xoaqum | cTOWHOCT HA | PK CTOMHOCT B
/ATC-kopn/ | anue /INN/ | exka | npuiioskenue | Opoii msipku | 1 0p. mapka | a JaB. ¢ BraI. JJJIC
Immunoglo
bulins,
normal 100m
JO6BA02 human g/ml | mapenrepanna 15 146 900 0,091480 mg 1 385 638,41
Immunoglo
bulins,
normal
human, for
intravascul | 100m
JO6BA02 ar adm. g/ml | mapentepamna | 11943490 0,091480 mg 1092 590,47
OBOCOBEHA nmo3nnuus Ne 8: L AHTHHEOIIVIACTUYHHA 41

UMYHOMOIAYJUPALIN CPEACTBA, BKJIIIOYBAIIIA 85 HOMEHKJIATYPU -

NPOrHo3Ha croiHoct 734 530 278,67 neBa ¢ JIJIC

Mesxkayna
POIHO
AHATOMO- | HemaTeHTH Pedepentn AKTYAJIHA
TepaneBTH a cToifHOCT INPOTI'HO3HA
YeH KO HauMeHOB | 3aben Ha4vun Ha Heo0xoaum Ha 1 0Op. Ms | CTOMHOCT &
/ATC-kopn/ | anme /INN/ | exka | mpumioxeHue | Opoil MIpKH MApKa pxa | Jas. ¢ BKI. JJC
Cyclophos
LO1AA01 phamide MapeHTepagHa 59 648 380 0,025870 mg 1543 103,59
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Chlorambu nepopaiHa
LO1AA02 cil TBBpJIA 252 600 2,395400 mg 605 078,04
LO1AAO06 | Ifosfamide napeHTepaIHa 28 938 200 0,047210 mg 1366 172,42
Bendamust
LO1AAQ9 ine MapeHTepaTHa 762 000 3,051340 mg 2325121,08
Temozolo nepopaiHa
LO1AX03 mide TBBpJIA 5977 500 0,287680 mg 1719 607,20
LO1BAO4 | Pemetrexed napeHTepaiHa 3479700 2,126060 mg 7 398 050,98
Mercaptop repopaaHa
L01BB02 urine TBBpJA 5 255 500 0,101520 mg 533 538,36
Fludarabin
L01BB05 e napeHTepaiHa 180 240 2,429600 mg 437 911,10
L01BB06 | Clofarabine napeHTepaiHa 26 924 159,804000 | mg 4 302 562,90
LO1BBO7 | Nelarabine napeHTepagIHa 213 000 2,514855 mg 535 664,12
Soluti
on for
injecti
on 50
mg/
L01BCO1 | Cytarabine ml napeHTepaiHa 16 800 958 0,037640 mg 632 388,06
Fluorouraci
L01BCO2 I napentepanna | 237 464 000 0,005020 mg 1192 069,28
Gemcitabin
L01BCO5 e napeHTepaiHa 50 823 300 0,039100 mg 1987 191,03
Capecitabi nepopaiHa
L01BCO06 ne TBBpJIA 833 479 700 0,001540 mg 1283 558,74
LO1BCO7 | Azacitidine napeHTepaiHa 881 000 7,223600 mg 6 363 991,60
15
mg/4,
Tegafur, 35
Gimeracil, | mg/11 nepopaiHa
L01BC53 Oteracil ,8 mg TBBpJA 198 225 5,853410 | tabl. 1160 292,20
20
mg/5,
Tegafur, 8
Gimeracil, | mg/15 mepopaHa
L01BC53 Oteracil ,8mg TBBpJIA 101 358 7,736900 | tabl. 784 196,71
LO1CAO1 | Vinblastine napeHTepaiHa 63 792 1,955000 mg 124 713,36
LO1CAQ02 | Vincristine napeHTepaiHa 19 237 9,960000 mg 191 600,52
Vinorelbin
LO1CA04 e mapeHTepaaIHa 474 840 1,247800 mg 592 505,35
L01CD01 Paclitaxel napeHTepagHa 7115 290 0,220170 mg 1566 573,40
LO1CDO02 Docetaxel napeHTepaaHa 3075916 0,975000 mg 2999 018,10
LO1CDO04 | Cabazitaxel napeHTepaiHa 65 520 124,884170 | mg 8 182 410,82
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LO1DBO01

Doxorubici
n

Conce
ntrate
for
soluti
on for
infusi
on

NnapeHTCpajaiHa

538 050

0,355000

mg

191 007,75

LO1DBO01

Doxorubici
n

Powd
er,
disper
sion
and
solven
t for
conce
ntrate
for
disper
sion
for
infusi
on

napeHTepaiHa

131 490

20,620100

mg

2711 336,95

L01DB03

Epirubicin

napeHTepaIHa

4145 000

0,866600

mg

3592 057,00

LO1DB06

Idarubicin

napeHTepaiHa

25512

10,690476

mg

272 735,42

L01DBO7

Mitoxantro
ne

napeHTepaiHa

39 628

3,125500

mg

123 857,31

LO1XAO01

Cisplatin

napeHTepaiHa

3112 140

0,214400

mg

667 242,82

LO1XA02

Carboplatin

napeHTepaiHa

10 498 400

0,149270

mg

1567 096,17

LO1XA03

Oxaliplatin

HapeHTepaiHa

3664 490

0,310200

mg

1136 724,80

LO1XC02

Rituximab

soluti

on for

injecti
on

HapeHTepaiHa

5417600

2,473500

mg

13 400 433,60

LO1XC02

Rituximab

conce
ntrate
for
soluti
on for
infusi
on

HapeHTepaiHa

4713172

4,880000

mg

23 000 279,36

L01XC03

Trastuzuma
b

Powd
er for
conce
ntrate
for
soluti
on for
infusi
on

napeHTepaIHa

5232700

7,543470

mg

39472 715,47

L01XC03

Trastuzuma
b

Soluti

on for

injecti
on

napeHTepaIHa

6121 940

5,390867

mg

33 002 564,32
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LO1XCO06 Cetuximab MapeHTepaTHa 2 156 800 3,935800 mg 8 488 733,44
Bevacizum
L01XCO7 ab napeHTepaTHa 12 343 800 5,404937 mg 66 717 461,34
Panitumum
L01XC08 ab napeHTepaaHa 1630540 8,054500 mg 13133 184,43
Ofatumum
LO1XC10 ab MapeHTepaIHa 390 800 4,671790 mg 1825 735,53
LO1XC11 | Ipilimumab MapeHTepaTHa 115470 134,777600 | mg 15562 769,47
Brentuxima
LO1XC12 b vedotin nmapeHTepaIHa 62 173 139,252600 | mg 8 657 751,90
Pertuzuma
L01XC13 b napeHTepagHa 972 932 14,295000 | mg 13 908 062,94
Trastuzuma
b
LO1XC14 Emtansine MapeHTepaIHa 1804 590 36,242500 mg 65 402 853,08
Pembrolizu
LO1XC18 mab napeHTepaaIHa 553 050 77,376000 mg 42 792 796,80
Ramucirum
LO1XC21 ab MapeHTepasHa 1283 640 11,880550 mg 15 250 349,20
nepopaiHa
LO1XEO1 Imatinib TBBpJA 74 623 952 0,016838 mg 1256 518,10
nepopanHa
LO1XEO1 Imatinib C92.1 TBBpJIA 20 282 400 0,210274 mg 4 264 861,38
nepopanHa
LO1XEO02 Gefitinib TBBpJIA 7 712 000 0,578333 mg 4 460 104,10
nepopaiHa
LO1XEO3 Erlotinib TBBpJA 14 988 150 0,595200 mg 8 920 946,88
nepopanHa
LO1XEO4 Sunitinib TBBpJIA 2242 048 6,222490 mg 13951 121,26
nepopanHa
LO1XEO5 Sorafenib TBBpJIA 40 704 120 0,294857 mg 12 001 894,71
nepopaiHa
LO1XEO6 Dasatinib TBBpPJIA 2851 320 2,243900 mg 6 398 076,95
nepopaiHa
LO1XEO7 Lapatinib TBBpJIa 51 770 250 0,113101 mg 5855 267,05
nepopanHa
LO1XEO8 Nilotinib TBBpJIa 130 567 670 0,302090 mg 39 443 187,43
Temsirolim
LO1XE09 us napeHTepaaIHa 86 816 55,036330 mg 4778 034,03
5mg;1 nepopajiHa
LO1XE10 | Everolimus | Omg TBBpJIA 1079910 23,227530 mg 25083 641,92
nepopanHa
LO1XE11 Pazopanib TBBpJIA 48 995 200 0,225610 mg 11 053 807,07
nepopaiHa
LO1XE12 | Vandetanib TBBpJIA 5419 200 1,064930 mg 5771 068,66
nepopaiHa
LO1XE13 Afatinib TBBpJIA 1442 194 3,583027 mg 5167 420,04
nepopanHa
LO1XE14 Bosutinib TBBpJIA 7913 760 0,517196 mg 4 092 965,02
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Vemurafen nepopaiHa
LO1XE15 ib TBBpJIA 65 820 736 0,259576 mg 17 085 483,37
repopajiHa
LO1XE16 | Crizotinib TBBpJIA 16 637 560 0,704940 mg 11 728 481,55
nepopaiHa
LO1XE17 Axitinib TBBpJIA 236 288 26,704000 | mg 6 309 834,75
nepopaiHa
LO1XE18 | Ruxolitinib TBBpJIA 1 062 360 13,929860 | mg 14 798 526,07
repopajiHa
LO1XE23 | Dabrafenib TBBpIA 14 030 000 1,435609 mg 20 141 594,27
LO1XX17 | Topotecan napeHTepaiHa 21 830 18,535000 | mg 404 619,05
nepopaiHa
LO1XX17 | Topotecan TBBpJIA 4 544 56,948000 | mg 258 771,71
LO1XX19 Irinotecan napeHTepaaHa 2 854 060 0,526100 mg 1501 520,97
nepopaiiHa
LO1XX23 Mitotane TBBpJIA 29 910 000 0,023030 mg 688 827,30
LO1XX32 | Bortezomib napeHTepaaHa 26 704 288,768570 | mg 7711 275,89
repopajiHa
LO1XX35 | Anagrelide TBBpJIA 127 410 13,662967 | mg 1740 798,63
LO1XX41 Eribulin napeHTepaiHa 2 656 850,795470 | mg 2259 712,77
Vismodegi nepopata
LO1XX43 b TBBpJIA 10 167 880 2,318560 mg 23 574 839,85
LO1XX44 | Aflibercept napeHTepaIHa 734 104 6,848000 mg 5027 144,19
Enzalutami nepopajiHa
L02BB04 de TBBpJIA 7 105 728 1,424634 mg 10 123 061,70
Abirateron nepopaiHa
L02BX03 e TBBpP/A 88 286 000 0,218234 mg 19 267 006,92
LO3AA02 | Filgrastim napeHTepaiHa 17 846 155,258086 | mg 2 770 735,80
Pegfilgrasti
LO3AA13 m napeHTepaIHa 30 690 264,708333 | mg 8 123 898,74
Lipegfilgra
LO3AA14 stim napeHTepaaHa 20 762 271,818333 | mg 5643 492,23
Interferon Ml
LO3AB04 alfa-2a napeHTepaIHa 271 833 7,980000 U 2 169 227,34
Mycobacte
rium bovis HMHTPaKaBUTAIH
LO3AX03 BCG a 186 143 3,328000 mg 619 483,90
LO3AX16 | Plerixafor napeHTepaIHa 1950 460,941976 | mg 898 836,85
IepopajiHa
LO4ADO1 | Ciclosporin TBBpJIA 6 139 620 0,025776 mg 158 254,85
repopajiHa
LO4ADO1 | Ciclosporin TEYHa 1797 000 0,027338 mg 49 126,39
conce
ntrate
for
Methotrexa | soluti
L04AX03 te on for | mapenTepamHa 8 237 070 0,032990 mg 271 740,94
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infusi
on

OBOCOBEHA IIO3UMIIUA Ne 9:

M MYCKVYJIHO-CKEJIETHA CHCTEMA,

BKJIIOYBAIIA 3 HOMEHKJIATYPH — nporno3na croiinoct croiinoct 15 321 504,66 sieBa

¢ JJC
MexnyHnap
O/THO Pedepent
AHATOMO- | HENATEHTH Ha AKTYAJIHA
TepaneBTH 0 croiiHoct | Msa | IIPOI'HO3HA
YeH KOJ HauMeHOB | 3aleu Hauun Ha Heo0xoaum Ha 1 Op. pk | CTOHHOCT B
/ATC-kon/ | anme /INN/ | ekka | NPHIIOKeHHE Opoii MAPKH MAPKA a aB. ¢ BKJI. JIJIC
conce
ntrate
for
soluti
on for
Ibandronic | infusi
MOSBAO06 acid on MapeHTepasHa 16 633 22,071667 | mg 367 118,04
Zoledronic
MO5BA08 acid napeHTepagHa 222 349 5,727500 | mg 1273 503,90
Denosuma 120
MO05BX04 b mg MapeHTepasHa 2 886 454 4,739685 | mg 13 680 882,73

OBOCOBEHA TIIO3UIIUA Ne
HOMEHKJIATYPHU —nn

10: N HEPBHA CHCTEMA, BKJIIOUBAIIIA 15
DOrHo3Ha croiiHoct 57 876 155,41 nema ¢ JIJIC

Mesxkayna
poaHo
AHATOMO- | HENATEHTH Pedepentn AKTYAJIHA
TepaneBTH 0 a croiinoct | Ma | ITPOI'HO3HA
4YeH KO/ HauMeHOB | 3adeu Hauun Ha Heo0xoqum na 1 op. pk | CTOHHOCT &
/ATC-kopn/ | anme /INN/ | exka | NpujokeHHE Opoii MApKH MApKa a JaB. ¢ BKI. JJIC
NO2AA01 | Morphine napeHTepaiHa 7 378 468 0,072386 | mg 534 097,78
NO2AAO0L | Morphine fepopaita 13643860 | 0,007123 | mg 97 185,21
TBBpJA
NO2AAO5 | Oxycodone fepopaia 36941980 | 0,016984 | mg 627 422,59
TBBpJIA
No2AAQg | Dihvdroco HCPOPUTHA | 31 277500 | 0005571 | mg |  173968,40
deine TBBpIA
Oxycodone 10 nepopaiHa
NO2AA55 Y mg/5 popail 16818220 | 0,138575 | Mg | 2 330584,84
, Naloxone mg TBBp/A OXi
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cod

one
20 mg
NO2AAs5 | Qyeodone | g | nepopaia 63579660 | 0138575 | > | 8810551,38
, Naloxone m TBBpAA cod
9 one
40 mg
NO2AAS5 | OXYE0dONe | g | MEPOPAIHA | Hgq 755 550 | 0138575 | O | 40 706 755,46
, Naloxone m TBBPAA cod
9 one
5 mg
NO2AAs5 | Oxyeodone |, | nepopaia 1424410 | 0138575 | 2| 107 387,62
, Naloxone TBBPIA cod
5mg
one
NO2AB02 | Pethidine napentepamia | 16668 892 | 0,016800 | mg 280 037,39
NO2ABO3 | Fentanyl fiepoparta 3133 96,535583 | mg 302 445,98
TBBpAA
NO2AB03 | Fentanyl TPAHCHSPNATE | 4567925 | 0,107300 g}ﬁ 490 138,35
NO2AE01 | BUPrenorp TPAHCACPMAH | go5g 487 | 0184000 | MU | 967 192,69
hine a g/h
NO2AX02 | Tramadol mapentepamma | 53159512 | 0,009760 | mg 518 836,84
NO2AX02 | Tramadol fiepoparta 54039220 | 0,002853 | mg 154 173,89
TBBpAA
Tramadol, tabl
NO2AX52 | Paracetamo “e;‘;%fa}‘a 5771 839 0,292000 1 685 376,99

OBOCOBEHA ITIO3ULIAS Ne 14: V PA3ZHU, BKIIIOYBAIIIA 3 HOMEHKJIATYPH —
nporuo3na croiinoct 4 118 947,51 nesa ¢ JJC.

Mesxkaynap
OJIHO AKTYAJIHA
AHATOMO- | HeNATEeHTH Pedepentn INPOI'HO3HA
TepaneBTH 0 a CTOHHOCT CTOMHOCT
4eH KO/ HauMeHoB | 3aben Hauun Ha Heo0xoaum Ha 1 op. Misp B JIB. C BKJIL.
/ATC-kon/ | anme /INN/ | exkka TPHJI0KEHHE Opoil MAPKH MsApKa Ka JAC
Deferoxam
V03ACO01 ine MapeHTepasHa 213 000 0,010720 mg 2 283,36
repopaiHa
VO03ACO03 | Deferasirox TBBpJIA 12 200 400 0,099270 mg 1211133,71
Calcium
V03AFO03 folinate napeHTepaiHa 24180513 0,120160 mg 2905 530,44
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Baxno!!! EnextpoHHaTa cuctema, paBu aBTOMaTH3MpaHa aKkTyajlu3allds Ha ILieHaTa 3a
elnH Opoil MspKa Ha JIEKapCTBEH HMPOAYKT, Clle akTyanu3auusata Ha [lo3uTuBHUSA JekapcTBEH
cnuchK, [punoxenue Ne 2 B 6azata TaHHM Ha cucTeMara M TeXHUYecKaTa CrieupuKaIms.

7. CPOK 3A U3IIBJIHEHHUE.

CxJrroueHuTe Bb3 OCHOBA HA HACTOsIIaTa 00IIECTBEHA MOPBHUYKA PAMKOBU CIOPAa3yMEHHS,
e ca ChC CpOK Ha m3mbiaHeHue 10 31.12.2018 r., KaTo MBPBOHAYAIHUAT CPOK, MOXKE J1a OBbJe
pa3yiiyeH B 3aBUCUMOCT OT JaTaTa Ha CKJIIOYBaHE HA KOHKPETHOTO PAaMKOBO CIIOpa3yMEHHE.

CpOKbT Ha JOTOBOPUTE, CKITFOUYEHH OT JeueOHuTe 3aBeneHust mo wi. 1 ot [IMC Ne 146/2015
T. ¥ TIOCOYCHHU B HACTOSIIIATA JOKYMEHTAIVS, CJIe/I TPOBEJCH BHTPEIICH KOHKYPEHTEH u300p/ciies
JObIIBaHE Ha opepTaTa Ha yYaCTHHUK 10 PAMKOBO CIIOpa3yMeHHe (Bb3 OCHOBA Ha CKIIFOYCHHUTE OT
[HOIIC3 paMkoBH cliopa3yMeHUs) He MOKe J1a HaAXBbpJIsd KpallHUS CPOK Ha CIIOPa3yMEHHUETO.

8. TAPAHIIUA 3A U3ITBJIHEHUE HA JOI'OBOPA - YCJIOBUS, PASMEP U
HAUYHMH HA IIVIAIIIAHE

1. TapannuusaTa 3a U3MBJIHEHUE HA BCEKHM KOHKPETEH JIOTOBOP, CKIIOUEH CJIENl MPOBEICH
BBTpPEILEH KOHKYPEHTEeH M300p/IombiBaHe Ha oepTaTa OT yUaCTHUK, Bb3 OCHOBA Ha CKIFOUYEHO
PaMKOBO cIIOpa3yMeHue € B pa3mep Ha 3 % OT CTOHHOCTTA Ha JIOTOBOPa 3a OOIIECTBEHA MOPHUKA,
6e3 BruroueH JI/IC.

2. Napanmnusita ce mpeIocTaBs B €HA OT CIeTHUTE GopmHu:

2.1. napuuHa cyma;

2.2. GaHKOBa TapaHIus;

2.3. 3acTpaxoBKa, KOsATO o0e3nevaBa U3MBJIHCHHETO Ype3 MOKPUTHE HAa OTTOBOPHOCTTA HA
H3ITBJIHUTEIIS.

3. 'apannusita no 1.2.1. u T.2.2. MOXe Aa c€ MPEIOCTaBU OT UMETO Ha U3MBJIHUTENS 3a
CMETKAa Ha TPETO JIUIIE — rapaHT.

4. Y4YacTHHUKBT, ONpPEACIICH 3a WM3IBIHUTEN, M30upa cam ¢opmara Ha rapaHIusATa 3a
H3ITBJIHCHHUE.

5. KoraTo u30paHusT U3MIBIHUTEN € 00CTMHEHHE, KOETO HE € FOPUANYECKO JIUIE, BCEKH OT
CBHAPYKHHUITUTE B HETO MOXKE J1a € HapeAuTel 10 OaHKOBaTa rapaHIlys, ChOTBETHO BHOCUTEN HA
cyMara 1o TapaHIUsATa UM TUTYJSIp Ha 3aCTPaxoBKaTa.

6. YcnoBusTa 3a 3abpikaHe U OCBOOOK/IaBaHE HA TapaHIIMATA 3a U3ITBIIHEHUE Ca YKa3aHU
B MPOEKTa Ha JIOTOBOP, KOWTO cle/iBa a OBb/Ie CKIIOUEH Bb3 OCHOBA Ha KOHKPETHOTO PaMKOBO
CIIOpa3yMEHHE MEXTY JICUeOHOTO 3aBEJICHUE — BH3JIOKUTEN U U3ITBIHUTEIS.

7. Ilpu npencraBsHe Ha rapaHUMITa BbB BUJ Ha IUIATEKHO HApEXKJAaHEe — NapUYHaTa cyMa
ce BHACH I10 CMETKaTa Ha JICYSOHOTO 3aBEACHHE — BH3I0KUTEIIS.

8. Koraro m3mbaHUTENAT n3bepe rapaHiusaTa 3a U3MbIHEHHE Aa ObJe OGaHKOBA rapaHIus,
Torama Ts TpsOBa Ja 6b/1e 6€3yciIOBHA, HEOTMEHUMA U U3UCKyeMa MPH ITbPBO MUCMEHO MTOUCKBAHE,
B KOETO JICYCOHOTO 3aBEJICHHE - BH3JIOXKUTEII 3asIBU, Y€ U3IMBIHUTEIIAT HE € H3ITBIHUI 33 IbKCHUE
T10 JIOTOBOpA 3a Bb3JIaraHe Ha 00IecTBeHaTa MophUKa.

9. JleueOHOTO 3aBeJIcHHE — BB3IIOKUTEN OCBOOOXK/1aBa rapaHIusATa 3a U3MIbIHEHHE, 0e3 aa
JbJKU JIMXBU 32 NIEPUO/Ia, TPE3 KOWTO CPEJICTBATA 3aKOHHO Ca MPECTOSUIH MPU HETO.

OnpenesieHuTE M3MIBJIHUTEH M0 BCSIKO PAMKOBO CIIOPa3yMeHHe He TbJIXKAT rapaHIus
3a M3MbJIHEHHUE NMPHU CKJIIYBaHEe HA KOHKPETHOTO PAMKOBO CIIOpa3yMeHue.

I''TABA II. TEXHUYECKH CIIEHUDPUKALINU
1. MUHUMAJIHU TEXHUYECKHU U3NCKBAHMUA:
JlexapcTBeHHUTE MPOJIYKTH, 32 KOUTO yYaCTHHUIIMTE IMOJABAT INMPEAJIOKEHUs TpsOBa Aa

OTroBapsT Ha M3MCKBAHUATA Ha BB3JIOKHUTENS U J1a ca CbOOpa3eHH ¢ KOJMYECTBATa, IOCOUYEHH B
EnexTpoHHaTa cucTeMa M HacTosAIIaTa JOKyMEHTaus Ha ctp. 9 no ctp. 16.
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OblI UBUKBAHUSA KBM IIPEAJATI'AHUTE JJEKAPCTBEHU NIPOAYKTU:

1. JlekapcTBeHUTE MNPOAYKTH TpsiOBa Ja OTrOBapsAT HAa M3UCKBAaHMUITA Ha 3aKOoHa 3a
JIEKapCTBEHUTE NPOAYKTH B XyMaHHATa MeIMILIMHA — TPsIOBA J1a MPUTEKaBaT BaIUIHO pa3pelieHue
3a ynotpeba B cTpanata, u3gaaeHo no peaa Ha 3JIIIXM unu Permament (EO) Ne 726/ 2004 . Ha
EBponeiickust mapnament u CbBerta /4ui. 23, an.1 na 3JITIXM/.

2. Ilpu mpoBexgaHe Ha TMpOLEAypa 3a BBTPEIICH KOHKYPEHTEH W300p/IOombliBaHe Ha
odepraTa OT YYaCTHHUK 3a CKJIIOYBAHE HA JIOTOBOP IO KOHKPETHO PaMKOBO CIOpa3yMeEHHeE,
YYaCTHUIIUTE TMPEACTABAT ACKJIApaIis OT MPUTESKATENs Ha pa3pelieHHeTo 3a ymotpeda Ha
ChOTBETHMS JICKAPCTBEH MPOYKT, B ChOTBETCTBUE € Wi. 55, ai. 6 ot 3JIIIXM, ue konuuecTBarta 3a
JIEKapCTBCHHSI MPOAYKT ca HANWYHH. J[ekimapupaHeTo Ha OOCTOSTENICTBATa IO MPEIXOTHOTO
U3peUyeHrue He € HeOOXOAUMO B CIIy4auTe, KOraTo IpUYUHHUTE 33 MPEeKpaTsIBaHETO ca CBHP3aHU C
0€30MMacHOCTTAa Ha JIEKAPCTBEHUS TPOITYKT.

3. IlpurexarensT Ha pa3pelIeHUETO 3a yNnoTpeda Wi MPOU3BOAUTENAT HA JIEKAPCTBEHUS
MPOJAYKT CJIeJ[BA Jia JIEKJIapupa, Y€ € 3aro3HaT ¢ W3UCKBAHUATA KbM JICKAPCTBEHUTE MPOAYKTH,
KaKTO U C MIOCOYCHHUTE B HACTOSAIIATA MTPOLIEypa KOJIMYECTBA 3a TO3U JIEKAPCTBEH MPOAYKT, KAKTO
W Jla JIeKJIapupa, Y€ € ChIJVIACEeH JIEKapCTBEHUS MPOAYKT aa Obae odepupaH OT ydyacTHHUKA B
nporueaypara.

4. llenata 1o 0roBOpa, CKIOYEH B3 OCHOBA Ha KOHKPETHO PaMKOBO CIIOpa3yMEHHE €
¢dbukcupaHa, HE MOAJICKH HA MIPOMSHA 32 CPOKA Ha JICWCTBUE HA JOTOBOPa, OCBEH B CIIy4aWTe Ha
116, an. 2, BBB Bpb3ka ¢ wi. 116, an. 1, . 3 ot 30I1.

5. B ciyuaii, ue npe3 BpeMeTo Ha JeiCTBUE Ha IOTOBOpa CTOMHOCTTA, KOATO CJIeJBA Ja Ce
3aruiama ¢ myOJuYHU CPEJICTBA HA JIEKAPCTBEHH MPOAYKTH OT [103UTHBHUS JE€KapCTBEH CIIUCHK
CTaHe M0-HUCKa OT JOTOBOpEHAaTa, JiedeOHUTE 3aBeICHUS — BB3JI0KUTEIH, ITONaAalli B 00XBaTa Ha
HacTosiiaTa MpOIEaypa W IOCOYEHHM B HACTOAIIATAa JOKYMEHTAIUsl, OE3yCIIOBHO 3aruiamiaT
JIEKapCTBEHHUTE MPOAYKTH Ha MO-HHUCKaTa [[eHa, CYUTAHO OT JlaTaTa Ha O0SBSBAHETO HA BIIE3JIUTE B
cwIa pereHwus 1o peaa Ha wi. 18 ot Hapenbara 3a ycnoBusTa, mpaBuiaTa u pejia 3a peryjiupade u
perucTpupaHe Ha IEHUTE Ha JIEKaPCTBEHUTE MPOIYKTH.

JlekapcTBeHHTE TIPOJIYKTH ciieniBa Aa Obaat BkiatoueH B [Ipunoxkenue 2 Ha [lo3uTuBHMS
JIEKAPCTBEH CIUCHK, ChIVIACHO Wil. 262, ai. 6, T. 2 ot 3JIIIXM, aktyaneH KbM Aarara Ha OJaBaHe
Ha MIPEIOKEHUETO MO OTKPHUTATa MPOIEAypa 3a CKII0YBAHE HA PAMKOBH CIIOPa3yMEHHSI.

Benuku koMvecTBa, MOCOYEHM B cHelU(UKANMATA, €A ,,0DHEHTHPOBBYHU” U ca
npeaMeT Ha Bb3jJaraHe B paMKHTe HAa BbTpPelleH KOHKYpPeHTeH H300p/I0ombJBaHe Ha
odepraTa OT U3NMbJHUTE] 10 PAMKOBO CIIOPa3yMeHHe, 110 IOKAHA Ha JiedyeOHUTe 3aBeeHUs
— BB3JI0KUTEIN, MONaJalM B o00XBaTa HAa HACTOSIATA IMpoleaypa U IMOCOYEeHH B
HACTOSIIATA JOKyMeHTamusi). B paMkuTe Ha mNpoBeKIaAHUS BbTPelIeH KOHKYPEHTEH
u3bop/nonbiaBaHe Ha odepra, e ObAAT 3asBABAHU KOJHYECTBA, ChOOPA3HO TEKYyUIUTe
HY’K/IH HA BCAKO Jie4eOHO 3aBe/leHHe, KATO J1e4e0HOTO 3aBeleHNe — Bb3JI0KUTEJI He € NJIbKeH
Ja 3asiBM 32 J0CTABKA USIJIOTO I0T0BOPEHO KOJINYEeCTBO, 2 HMA NPABo /1A 3asiBSIBa KOJIUYeCTBa
CBhIVIACHO IeICTBUTEHNTE CH HYK/IH, HO He MTOBeYe OT J0rOBOPEHOTO.

2. T3BUCKBAHUSA 3A TOCTABKA 110 KOHKPETEH 10T'OBOP

Bcesika otnenHa moctaBka, cieiBa 1a Ob/ie JOCTaBeHA B CPOK A0 7 KaJCHIAPHU JHH CIIET
MoJIydaBaHe Ha 3asBKaTa OT JIEYEOHOTO 3aBEJCHHE — BBH3NIOKUTEN M 32 KOJIMYECTBATa, TOYHO
OTIpe/IeJICHU B 3asiBKATA.

B cnyuait Ha HEOOXOAUMOCT OT CIIEITHA JOCTAaBKa, JICYEOHOTO 3aBElICHHUE — BB3IOKUTEI
MIOCOYBA M3PUYHO B 3asBKaTa, Y€ € HEOOXOIMMO /1a ObJIe M3BBPIIEHA CIEITHA ToCTaBKa. B To3n
cllydaid, JOCTaBKara clie[iBa Ja ObJe U3BBpIICHA J0 4 Yaca OT MOJyd4aBaHE Ha 3asBKaTa U 3a
KOJIMYECTBATa, TOYHO OIPE/ICIICHU B 3asBKaTa.

OCTaThYHUSAT CPOK HA TOJTHOCT HA JICKAPCTBEHUTE MPOIYKTH, ClIe/IBa /1a OBbIe HE TO—MaTbK
ot 40 % /ueTupumeceT Ha CTO/ OT OOSIBEHUS OT MPOU3BOIUTENS KbM JlaTaTa Ha BCsAKA JTIOCTaBKa.
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B ciyuait Ha gocTaBKa Ha JTEKAPCTBEHUS TPOJAYKT C MO — KPAaThK OT JOTOBOPEHUSI CPOK Ha

TOJIHOCT, Tb/DKMMaTa HEYCTOMKa /1a ObJie MPOMEHEeHa, KaKTO CJIe/IBa:
oT 39,99% 1o 30% - 10 % BBpXY CTOMHOCTTA HA JOCTABKATA;
oT 29,99% 10 20% - 25 % BBpXy CTOMHOCTTA Ha I0CTABKATA;
nox 20% - 40 % BbpXy CTOMHOCTTA Ha JI0CTaBKaTa.

JlocTaBkara Ha JIEKapCTBEH MPOJYKT C OCTaThYEH CPOK HA TOJHOCT MO-MalbK OT 20 Ha CTO
0T 00SIBEHHUS OT MPOU3BOAMUTENIS CE€ U3BBPIIBA CAMO C MMCMEHO ChIIIACHe Ha JIEYeOHOTO 3aBEACHHE
— BB3JIOXKUTEN 32 KOHKPETHO KOJIMYECTBO, ONPEACIICHO OT Hero. be3 u3puyHo MUCMEHO Chriacue
Ha JICYeOHOTO 3aBElIEHHWE — BB3IIOKUTEN CTOKUTE HsAMa Ja Objar 3aruiamianu. VckaHero 3a
MMHCMEHO ChIJIACHE CJIe/IBA J1a TOCTHIIN B JICUSOHOTO 3aBEACHUE — BB3JIOKHUTEN B CPOK 10 1 (e1uH)
paboTeH JeH OT MoJIydyaBaHe Ha 3asiBKaTa, a MPH CIICITHH JOCTABKH B CPOK JI0 |1 9ac oT moiyyaBaHe
Ha 3asBKata. [locoyeHnTe mo-rope CPOKOBE 3a JOCTABKa HA JICKAPCTBEHU MPOJAYKTH C OCTAThYCH
CPOK Ha rOAHOCT MO-MalbK OT 20 Ha CTO OT OOSIBEHUS OT MPOU3BOJUTENS 3aM0UBAT Jja TeKaT OT
naTtaTa (4achT B CIIydauTe Ha CIEIIHA IOCTaBKa) Ha MOJy4aBaHE Ha ChITIACHETO 3a IOCTaBKa.

JleueOHOTO 3aBeICHUE — BB3JIOKUTEN MOXKE 1a OTKAXKEe IPUEMAHETO HA CTOKUTE, aKO B JICHS
Ha TSIXHOTO MPHUCTUTAHE WIM IPUEMaHE OCTAaThYHHS CPOK HA TOJHOCT € MO — MalbK OT
onpe/eIeHUs MUHUMAJIEH CPOK Ha TOJHOCT.

JloKyMeHTH 3a IJ1alane

3armianiaHeTo Ha CTOKUTE 10 J0r0BOPa CE U3BBPINBA OTIIOKEHO B CpokK 110 60 /mectaecetus/ JAcH,
CJiell IPEACTaBsIHE HA CACAHUTE JOKYMEHTH:

1. [JocraBHa (akrypa, chbeTaBeHa chriaacHo uzuckBanusata Ha 31/1C u I3 C;

2. IlpuemaTenHo-TIpeaBaTEIHU IPOTOKOJIH;

3. Ceprudukar 3a 0cBOOOKIaBaHE Ha BCAKA MAPTUIA, U31aJIeH OT KBATH(PHUIIUPAHO JIUIIE TI0
3JIIIXM Ha eneKTpOHEH HOCHTEII UM 110 €JICKTPOHEH ITBT Ha €JICKTPOHHATA TI0Ia TOCOYeHa KaTo
aapec 3a KopecrnoHaeHnus. [1o chIusa HAYMH ClIeBa J1a c€ MPEJCTaBU M KONHUE Ha MPEBOJIa HA
OBJTAapCKH €3UK (Ha TMOCOYEHHUs CcepTH(HUKAT) U3BBPIICH OT (HUpMa, CKIOYWIA JIOTOBOP C
MUHHCTEPCTBO Ha BBHINHHUTE PabOTH 3a M3BBpIIBaHEe Ha odUIMAIHHM TpeBoau. M30poeHUTE
JOKYMEHTH C€ TMPEACTaBAT B CHOTBETHOTO 3BEHO, OINPEAENEHO OT JIe4eOHOTO 3aBElIEHUE —
BB3JIOKUTE].

I')TIABA II1. KPUTEPUU 3A BB3JIAI'AHE HA ITIOPBYKATA.

OrneHkaTa ¥ KJIACHUPAHETO HA MOCTBHIWINTE TMPEAJIOKEHUSI CE M3BBPIIBA Bh3 OCHOBA Ha
Kputepus — ,Hall — HUCKa meHa”, cbriacHo wi. 70, an. 2, 1. 1 ot 30Il. Onpenensinero Ha
YYACTHUIIUTE C KOUTO M€ OBJAT CKIFOUEHH PAMKOBU CHopasyMeHus ca omnucanu B Yact V ot
HacrosiuiaTa J0KyMEHTAIIHs.

I'TIABA 1V. OBIIINM U3UCKBAHUS.
PA3JIEJI 1. OB U3NCKBAHUA KBM YYHACTHULIMTE

1. B npouenypara 3a Bp3jaraHe Ha oOIecTBEHA MOPbUYKA MOTaT Jla y4yacTBaT ObIrapcKu
WIM YyXKAECTpaHHU (PU3NYECKH WU IOPUIUYECKH JIUIA UM TEXHU O00€IMHEHUs, KAaKTO U BCAKO
Ipyro o0pazyBaHHe, KOETO UMa IPaBo Jia U3MbIHIABA JOCTABKaTa, ChITIACHO 3aKOHO/IATEJICTBOTO
Ha JbpPKaBaTa, B KOSITO € YCTAHOBEHO.

2. TlpemnoxeHusTa 3a ydyacTHe C€ H3TOTBAT Ha ObiArapcku e3uk. Korato HAKOH OT
MIPEACTABEHUTE OT YYACTHHUIIMTE JTOKYMEHTH € Ha YyXK[ €3WK, TOM CJIe/IBa J1a C€ MPUIPYXKaBa OT
IPeBO/I Ha OBJITAPCKHU €3HK.

3. IIpu u3roTBsiHe Ha MPEUIOKEHUSITA CH BCEKU YYaCTHUK TpsOBa J1a ce MPUIbpPKa TOUHO
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KbM OOSIBEHHTE OT BB3JIOKUTEISI YCIIOBUSL.

4. Jlo U3TUYAHETO Ha CPOKa 3a MOJaBaHE Ha MPEJIOKEHUSATa BCEKHM YYaCTHUK MOXKE /a
MIPOMEHHU, J1a AOII'BJIHU WM J]a OTTETIIN MPEAJIOKESHUETO CH.

5. Bceku enuH yyacTHUK B IpoLieypaTa, MOXe J1a IPeICTaBy MPeIoKEHUE 3a €AHA UITU
MOoBeYEe OT HOMEHKJIATypHUTE B 000COOEHUTE MO3UIINH, BKIIOUYEHH B IpeAMeTa Ha oOmiecTBeHaTa
MOpBYKa, KAKTO U 3a €IHa, [I0BEYE UM BCUUKU 000coOeHu no3unuu. [Ipeaioxxenuero cieasa aa
OTroBaps Ha HM3UCKBAHMATA, MOCOYEHH B HACTOSANIMTE YKa3zaHHs U Ja Obae odopmeHa IO
MPWIOKEHUTE KbM JOKyMEHTanusita oOpa3uu U CbhoOpa3HO (YHKUMOHATHOCTUTE Ha
Enexmpounama cucmema.

6. Jlune, koeTo yyacTBa B 0OeIMHEHUE WUJIH € JaJI0 ChIilacue Aa ObJe MOAU3IMBIHUTEN Ha
APYT YYaCTHUK, HE MOXeE J1a 110/1aBa CAMOCTOSTEITHO 3asBJICHHE 32 y4acTHE U odepTa.

7. B mpouenypara 3a Bb3jlaraHe Ha OOIIECTBEHA MMOpPBYKA €IHO (PHUIUYECKO WIH
IOPUINYECKO JIUIE MOJKE J1a Y4acTBa CaMoO B €JHO OOeIMHEHHE.

8. CBbp3aHu JuIa HE MOTaT Ja ObJIaT CAMOCTOSITENIHYA KaHAUJATH WIK YYaCTHULU B €/1HA
U ChIA IIPOLEAypa.

[Tosicuenue o 1.8 "Ceéwvpzanu quya'’ ca:

a) IuuaTa, €JHOTO OT KOUTO KOHTPOJIUPA APYTOTO JUIIE UM HETOBO ABLIEPHO JPYKECTBO;

0) nuara, YusaTo AEUHOCT ce KOHTPOJIUPA OT TPETO JIHIIE;

B) JINLIaTa, KOUTO CbBMECTHO KOHTPOJUPAT TPETO JIULIE;

T) ChIPY3UTE, POAHUHHUTE MO MpaBa JIMHUA 0€3 OTpaHUyYEHUs, POJHUHHUTE MO ChpedpeHa
JUHUS 70 YETBHPTA CTENCH BKIIOYUTEIHO M POJHHHUTE IO CBATOBCTBO JO YETBBPTA CTEICH
BKJIFOUUTEIHO.

"Konmpon'' e Hanuie, KOraTto €IHO JULIE:

a) MPUTEXKaBa, BKIIOYUTEIHO Ype3 ABIIEPHO JIPYKECTBO WJIH MO CHJIaTa Ha CIOpa3yMEHHE
¢ apyro nuue, Haa 50 Ha ¢cTo OT Opos Ha TJIACOBETE B OOIIOTO ChOpaHUE Ha €IHO JAPYKECTBO HIIH
JPYro I0PUINYECKO JTHUIIE; WU

0) MoXe Ja ompenens NpsSKO WIM HENpsSKO IOBEYE OT IOJIOBUHATa OT YJIEHOBETE Ha
YIPABUTETHUS UITU KOHTPOJHUS OPTaH Ha €IHO FOPUTUIECKO JIHIIE; UITH

B) MOXe€ I10 IPYT HAYWH JIa YIIPaKHSIBA PEIIABAIO0 BIUSHUAEC BHPXY B3€MaHETO HA PEIICHUS
BBHB BPH3Ka C ICHHOCTTA HA IOPUAUYECKO JHUIIE.

Ba:xkno!!! YciaoBusita mo 1. S — 8 ce mpuiaaratr oTIeJHO 3a BCSIKA €IHA OT
HOMEHKJIATYpHUTE B 000CO0eHUTEe MO3UIIUH.

PA3JIEJI 2. OBPA3II HA JOKYMEHTHU U YKA3ZAHMUE 3A ITOATI'OTOBKATA UM.

1. Ilpn mnonmaBane Ha 3asBICHHE 3a y4yacTHE YYAaCTHHLUTE JAEKIapupar JMIcara Ha
OCHOBAHUSTa 3a OTCTPAHSBAaHE M CHOTBETCTBUE C KPUTEPUUTE 3a MOJOOp upe3 IMpeICTaBsIHE Ha
€IMHEH eBponeicku JoKyMeHT 3a obmiectBenu nopbuku (EEJIOIT), mo obpa3zer Ha AreHmmsra 3a
00I11eCTBEHN OPBUKH, HEPa3AEIHA YacT OT HACTOSIIATa JOKYMEHTAIIHS.

2. B EEJIOII ce mpenoctaBs chOTBETHAaTa HMH(MOPMAIMs, W3UCKBAHA OT BB3JIOKUTENS,
CbOOpa3HO HacTosIaTa JOKyMEHTAllMs, U Cce IOoCcCOoYBAaT HaIlMOHAJHWTE 0a3u JaHHU, B KOUTO Ce
ChIbpXKAaT JIeKJIapupaHUTe OOCTOSITENICTBA, WM KOMIIETEHTHUTE OpraHd, KOWUTO CBIVIACHO
3aKOHOJATENICTBOTO HA AbpKaBaTa, B KOATO YYaCTHUKBT € YCTAHOBEH, Ca JUIBKHU 1A IIPEIOCTaBAT
uHpopMaLus.

3. Koraro y4acTHHMKBT € IT0COYNJI, Y€ I11€ U3I0JI3Ba KalallMTeTa Ha TPETH JIMIIA 33 JOKa3BaHE
Ha CbOTBETCTBHETO C KPUTEPUUTE 3a MOAOOP WIIK Y€ 11I€ U3IM03Ba NOJU3IIbIHUTEINH, 32 BCAKO OT TE3U
mvua ce npezcrass oraeneH EEJIOIL, koiito cbabprka nHGOpMauaTa no 1. 1.

4. BB3JI0KUTENAT MOKE J1a U3UCKBA OT YYACTHHUIIUTE T10 BCAKO BPEME J1a MPEICTABAT BCUUKHU
WM 9acT OT JIOKYMEHTHTE, Upe3 KOUTO ce Joka3Ba nH(popmanusta, nocoueHa B EEJIOI, korarto ToBa
€ Heo0X0/IMMO 32 3aKOHOCHOOPA3HOTO MPOBEXK/IAHE Ha MPOoIleTypara.

1. ”THOOPMAIUS 3A YHACTHUKA
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1.1. Buyacrt I, 6yxBa "A" na EEJIOII, yqacTHUIIMTE TOCOYBAT - €AMHEH UICHTU(PHUKALMOHEH
kox mo wi. 23 ot 3akoHa 3a ThproBckus peructsp, BYJICTAT w/mmm npyra maentudunmpaia
uHpOpManUsi B CHOTBETCTBHE CHC 3aKOHOJATEICTBOTO Ha Ibp)KaBaTa, B KOSNTO YYAaCTHUKBT €
YCTaHOBEH, KaKTO U aJIpEC, BKIIIOUUTEIHO €IEKTPOHEH, 32 KOPECTIOHICHIIMS MPH MPOBEKIAHETO Ha
IIpoIielypara;

1.2. Korato y4acTHHUK B 001I[ecTBEHA [TOPbUKa € 00eAMHEHHE, KOETO HE € FOPUIMYECKO JIUIIE
B vact II, 6ykBa "A" ma EEJIOIl ce mocouBa mpaBHara ¢opma Ha ydacTHHUKA (0OeTuHEHHE/
KOHCOPITMYM/IpyTa), KaTo B TO3H ciydail ce mogaBa otaeiaeH EEJIOII 3a Bceku enuH y4acTHHK B
00€IMHEHNETO, TP ChOOpa3siBaHE Ha CIEIHOTO:

e BB3I0XKHUTENAT HE MOCTaBs KAKBUTO M J]a € W3MCKBAHUS OTHOCHO IpaBHaTa (Gopma, Moj
KOSITO OOETMHEHHUETO 1€ Y4acTBa B MpoLIeAypaTa 3a Bb3/laraHe Ha opbhyKara.

e Korato y4acTHHUKBT € OOEIUHEHHE, KOETO HE € PErMCTPHUpPAHO KaTO CaMOCTOSITEITHO
IOPUIMYECKO JIMLE C€ MPEICTaBsl YUPEAUTENHHS AaKT, CIIOpasyMEHHE W/WIU JpPYyr IMPHUII0KUAM
JOKYMEHT, OT KOMTO Jja € BUIHO IPAaBHOTO OCHOBAaHUE 3a Ch3JaBaHE HAa OOCAMHEHHUETO, KAKTO U
cnenHara wH(pOpManus BBB Bpb3Ka C KOHKpETHaTa oOOIIecTBeHAa IMopbYka: 1. mpaBata u
3aJbJDKEHUSTA HA YYACTHUIIMTE B 00CIMHEHUETO; 2. NEMHOCTUTE, KOUTO I1I€ U3ITBIIHIBA BCEKU YJICH
Ha 00CIMHEHUETO U 3. pa3npeAeiICHUETO Ha OTTOBOPHOCTTA MY YIACTHHUIIUTE B O0CTUHCHUETO.

e Koraro y4aCcTHUKBT € OO€IMHEHHE, KOETO HE € FOPUIMYECKO JIHIE, cienBa aa Oble
OIIpeJieNieH U MIOCOYEH MapTHhOP, KOMTO J1a MpecTaBIisiBa 00SAMHEHUETO 3a LIEIUTE Ha HACTOSIIIATa
00111eCTBEHA IOPBUKA.

e B cnyuaii, ue obeaunenuero e peructpupano no bYJICTAT, npean narara Ha mojaBaHe
Ha odeprarta 3a Hacrosiara oobmiectBeHa mnopbuka ce mocouBa BYJICTAT w/mmu npyra
uaeHTHUIMpana nHGopManus B ChOTBETCTBUE ChC 3aKOHOJATENICTBOTO HA Jbp)KaBara, B KOSTO
YYaCTHUKBT € YCTaHOBEH, KaKTO U aJpec, BKIIOYUTEIHO ENEKTPOHEH, 32 KOPECIOHACHIHS MPH
IIPOBEXJAHETO Ha Ipouenypara. B ciydail, ue He € perucTpupaHo Ipu Bb3JIaraHe U3IIbIHEHUETO Ha
JNeHHOCTUTE, MPEIMET Ha HAcTosIIaTa OOIlIecTBEHa MOPbUKA, YYACTHUKBT CJeBa Jla WU3BHPILU
peructpauusara no bBYJICTAT, cnen yBenomsiBaHETO My 3a HM3BBPIIEHOTO KJacHpaHE U Iperu
MOJIMCBAaHE Ha PAMKOBOTO CIIOpa3yMEHHUE;

1.3. B wacr II, oyka "A" ma EEJIOIl yvacTtHummTe moco4yBar 000coOeHHTE
Mo3ULIKK/000co0eHaTa MO3UIIHSA, 32 KOUTO/KOSITO y4acTBar.

1.4. B wyacr I, 6ykBa "b" wa EEJIOIl, umero/Hata u aapeca/ute Ha JUIETO/aTa,
YITBIIHOMOIIIEHO/W Jia TPEJCTaBIsABAT YYaCTHHMKA 3a IENUTe Ha Tpoledypa 3a Bb3jaraHe Ha
o0111ecTBeHA OPBYKa.

2. BI3UCKBAHNUSA KbM JIMYHO CbCTOAHUE HA YYACTHUIUTE. OCHOBAHMUS
3A OTCTPAHSBAHE.

2.1. BB3noKuTeNAT OTCTpaHsABa OT ydacTHe B IpOLEAypa 3a Bb3jaraHe Ha OOIIeCTBEHa
MOpPbUKa YYaCTHHK, KOTaTO 3a HETO € HaJIMIIE, HAKOE OT CIEIHUTE 0OCTOATEIICTBA:

2.1.1. e ochzEH C BIIs3/1a B CUJIA MPHCHIA, OCBEH aKO € peabuINTHpaH, 3a MPeCThIUIEHHE MO
. 108a, wir. 159a — 159r, umn. 172, uin. 192a, wir. 194 — 217, uin. 219 — 252, un. 253 — 260, wi. 301 —
307, um. 321, 321a u ui. 352 — 353¢ ot HakazaTenaus KoaeKc;

2.1.2. e ochJEH ¢ BiIsI3/Ia B CWJIa IPUCH/IA, OCBEH aKO € peaObuIMTUpPaH, 3a MPECThIUICHHE,
aHAJIOTUYHO Ha Te3U 110 T. 1, B Apyra IbprkaBa wieHKa WM TpeTa CTPaHa;

2.1.3. uMa 3aIBJDKEHUS 33 JaHbLU U 33IBJDKUTEIHA OCUTYPUTEIHU BHOCKH MO CMUCHJIA Ha
wl. 162, an. 2, T. 1 or [laHBPYHO-OCUTYpUTENIHUS NMPOLECYAIEH KOJIEKC W JIMXBUTE IO TAX, KbM
IbpKaBaTa MM KbM OOIIMHATA [0 CEJATUILETO Ha BB3JIOKUTENS U HA YYaCTHUKA, WA aHAJIOTHYHU
3aJbJDKEHUS, YCTAaHOBEHHM C aKT Ha KOMIIETEHTEH OpraH, CBIJIACHO 3aKOHOJATEICTBOTO Ha
Ibp>KaBaTa, B KOATO YYaCTHUKBT € YCTAHOBEH, OCBEH aKO € JIOMYCHATO Pa3cpoUBaHe, OTCPOUBAHE HITH
obe3neueHre Ha 3aIbJDKEHHUATA WK 33 IbJDKEHHUETO € 110 aKT, KOWTO He € BIIS3BII B CUIIA;

2.1.4. e HayMIle HEPABHOIIOCTABEHOCT B cydanTe 1o wi. 44, an. 5 ot 3011,

2.1.5. e ycTaHOBEHO, U€:
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a) € MPEeJICTaBUII IOKyMEHT C HEBSPHO ChIbp)KaHUE, CBbP3aH C yAOCTOBEPSIBAHE JIUIICATa Ha
OCHOBAHUS 32 OTCTPaHSBaHE WM U3MTbJIHEHUETO HAa KPUTEPUUTE 32 110100D;

0) He e mpesoCcTaBII U3UCKBAIIa ce HHPOpMAIKs, CBbp3aHa ¢ YIOCTOBEpsIBaHE JIMIICaTa Ha
OCHOBAHHUS 32 OTCTPaHSBaHE WM M3ITbJIHEHUETO HAa KPUTEPUUTE 3a [10100D;

2.1.6. € yCTaHOBEHO C BJIS3JIO B CHJIA HAKA3aTEJIHO [IOCTAHOBIIEHUE WJIU ChJIEOHO PELIEHNUE, e
MIPH U3ITBIHEHUE Ha JIOTOBOP 3a OOIIECTBeHA MOpbuKa ¢ Hapymma wi. 118, wi. 128, . 245 u un. 301
— 305 ot Kozekca Ha Tpy/1a WM aHAIOTUYHU 3a]IbJDKEHUS, YCTAHOBEHHU C aKT HA KOMIIETEHTEH OpraH,
CBIJIACHO 3aKOHOJIATEJICTBOTO HA IbPKaBara, B KOSITO YUaCTHUKBT € YCTAHOBEH;

2.1.7. e HanuIe KOHQIUKT HA UHTEPECH, KOMTO HE MOXKE Ja ObJIc OTCTPaHEH.

2.1.8. 00sBeH € B HECHCTOATEIHOCT WM € B MPOU3BOJCTBO IO HECHCTOATEIHOCT, UM € B
npoLeaypa 1o JUKBUIAIWS, WIH € CKIIOYMI U3BBHCHACOHO CHOpa3syMeHHe C KPEAUTOPUTE CH TI0
cMuchia Ha wi. 740 ot ThproBcKUs 3aKOH, WM € MPEYyCTAHOBWJI JACHMHOCTTA CH, a B ClIy4yal 4e
YYaCTHHUKBT € UY)KJECTPAaHHO JIMIE — CE HaMUpa B MOJI00HO MOJI0KEHHE, MPOU3THUYAILO OT CXOTHA
polielypa, ChIJIACHO 3aKOHOIATEJICTBOTO Ha IbPKaBarta, B KOSITO € YyCTAaHOBEH,;

2.1.9. 3a KOWTO € HalMIe HIKOE OT OOCTOATENICTBAaTa MO WI. 3, T. 8 OT 3aKoHa 3a
MKOHOMHYECKUTE U (PUHAHCOBUTE OTHOIIEHHS C JPYKECTBaTa, PETUCTPUPAHU B IOPUCAUKLUU C
npedepeHuaneH JaHbYEeH DPEXHUM, KOHTPOJIMPAHUTE OT TAX JMIA U TEXHUTE JEHCTBUTEIIHU
coocteenunm (3UPOAPIOITIPKTIIT/C).

losacnenusino m.2.1.9.:

*epunnuun: Coriacio § 1 or [onbaHutenHuTe pasnopendu Ha 3akoHa 3a
MKOHOMWYECKUTE M (PMHAHCOBHUTE OTHOIICHUS C JIPY)KECTBATa, PETHCTPHPAHU B IOPUCAUKIHH C
npedepeHuanes JaHbYeH PEXHUM, KOHTPOJIMPAHUTE OT TAX JHIAa U TEXHUTE JCHCTBUTEIHU
COOCTBEHUIIH, 110 CMHCHJIA Ha 3aKOHA!

1. "IpyxecTBO" € BCSIKO IOPUIMYECKO JIMIE, HEMEePCOHU(DUIMPAHO IPYKECTBO M Jpyra
CTPYKTYypa, OJy4aBallla CTaTyTa Cu OT 3aKOHOJIaTEJICTBOTO HA JIbPKABATa, B KOATO € PETUCTPUPAHO,
0e3 orien Ha popmara Ha capyKaBaHe, yUpeasBaHe, perUCcTpalus Ui JpYT MOJA00eH KpUTEpHil.

2. "FOpucnuknmu ¢ npedepeHImaieH JaHbueH pekuM' ca IOPUCIUKIIMUTE 110 CMHUCHJIA Ha §
1, 1. 64 ot JombiHuTenHUTEe pasnopendu Ha 3aKOHA 3a KOPIOPATUBHOTO MOJOXOAHO objaraHe, C
u3Kioyenue Ha ['mOpanrap (Oput.) U abpkaBuTe — crpanu o Cropasymenuero 3a EBponelickoro
MKOHOMHYECKO MPOCTPAHCTBO.

4. "3emu" ca BCHUKHU 3€MU OT MO3eMJIEHUS (POHI.

5. "Konrpon" e monstue mo cmucwhia Ha § 1B or JlombaHMTENHHMTE pasnopendu Ha
Toproeekust 3akoH. Kontpon mo cmucweiaa Ha 3UDOAPIOIAPKTIITAC e nHamuie u koraTo
JPY>KECTBa, PETUCTPUPAHU B IOPUCIAUKIINY C TpedepeHIInaeH JaHbUYeH PEKUM, YIacTBaT MPSKO WU
KOCBEHO B YIPaBJIEHUETO WM KaluTalla Ha APYro JIUIE WU JIMLA U MEX]Ty TAX Ce yrOoBapsT YCIOBHUS,
pa3NIuYHU OT OOUYAHUTE.

6. "JleiicTBuTtesneH coOCTBEHUK" € (PU3UUYECKO JIHIIE:

a) KOETO MPSIKO WJIM KOCBEHO MpUTEKaBa MoBede OT 25 Ha CTO OT JSUIOBETE WM aKIIUUTE Ha
FOPUIMYECKO JIMIIE WU Ha JIPYT IpaBeH CyOeKT M MPSIKO WM HENPSAKO T KOHTPOJIMPA;

0) B I0JI13a Ha KOETO C€ YNpPaBJsiBa WM pasznpesens 25 Ha CTO WM MOBeYe OT UMYIIECTBOTO

Ha Jmie — (QoHAalus, OpraHu3alus U CAPYKEHHE C HECTONAaHCKa 1€, WIN APYro JIMIE, KOETOo
OCBILECTBSIBA JJOBEPUTEIIHO YIIPABIECHUE HA UMYIIIECTBO WX Pa3Npee/IceHe Ha UMYIIIECTBO B 10J13a
Ha TPETH JINIIA;
B) KOETO W3BBH CilyyauTe 1o OykBu "a" u "0" M3MbJIHSABA JUTHKHOCTTA Ha BUCI PHKOBOJIEH CITYKUTEN
— aKo, CJIEJ] KaToO ca U34epliaHu BCUUKU BB3MOYKHM CPEJICTBA U IIPH YCIOBHE Y€ HSIMAa OCHOBAHHUE 3a
CbMHEHMSI, HE MOXeE J1a C€ YCTaHOBH JiuIle 1o OykBu "a" u "0" i ako ChIIECTBYBAT CbMHEHUS, Ue
YCTaHOBEHOTO JIMIE WJIM JIUIAa HE € JICHCTBUTENHHUAT COOCTBEHUK; 3aJIbJDKEHUTE CYOEKTU BOMSAT
JOKYMEHTAIMsI 32 IPEANPUETUTE JICHCTBUS C LIeNl YCTAHOBSIBAHE Ha JEWCTBUTEIHUS COOCTBEHHUK 110
OykBu "a" u "0".

3abenexka: CobriacHo wi. 4 oT 3aKOH 32 MKOHOMHUYECKUTE M (PMHAHCOBUTE OTHOILLEHUS C
JpYy>KeCcTBaTa, PETUCTPUPAHU B IOPUCIUKIINU C TpedepeHIIMANCH JaHbUeH PEKUM, KOHTPOJIHPAHUTE
OT TAIX JIUIIA U TEXHUTE JEUCTBUTEITHA COOCTBEHHUIIHN, 3a0paHaTa 1o wi. 3, T. 8 OT 3aKOHa He ce TpuJiara
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B CJIy4auTe, KOraro:

1. akumuTe Ha IPY>KECTBOTO, B KOETO MPSKO MIJIM KOCBEHO y4acTBa JIPY>KECTBO, PETUCTPUPAHO
B IOPUCAMKIMSA C TpedepeHIMalIeH JaHbueH PEXHM, CE ThPryBaT Ha peryaupaH Ma3ap WIN
MHOTOCTpaHHa CHCTEMa 3a ThProBUs B JIbpKaBa — WieHKa Ha EBpomeiickus cbio3, WK B Apyra
IbpkaBa — crpaHa o CrnopazymeHueTo 3a EBponeickoTo MKOHOMMYECKO IIPOCTPAHCTBO, WM Ha
eKBUBAJIICHTECH PETYJIMpaH Ma3ap, onpezeneH ¢ Hapenda Ha Komucusra 3a ¢uHAHCOB HA/A30p, U 3a
JPY’KECTBOTO €€ IpuiaraT W3MCKBAaHUATA HA MPAaBOTO Ha EBporeickus cbio3 3a MPO3pavyHOCT 110
OTHOILIIEHHE Ha HH(OpMALIKATA 32 EMUTEHTUTE, YUUTO [IEHHU KHIKA ca JIOMYCHATH 3a ThpryBaHEe Ha
peryivpas na3ap Wid Ha MHOTOCTPAaHHA CUCTEMa 3a ThProBUs, WIM €KBUBAJICHTHU MEXIYHApOIHU
CTaHJApPTH U ACUCTBUTEIHUTE COOCTBEHHUIIN — (PU3UYECKHU JIUIA, Ca PA3KPHUTH 10 peJia Ha CbOTBETHUS
CIELMAJIEH 3aKOH;

2. IpY>KECTBOTO, PETHUCTPUPAHO B IOPUCIUKIIMSA C MpedepeHnaieH JaHbueH PexUM, € 4acT
OT HKOHOMHMYECKA IPpyIa, YUETO JIPYKECTBO Maiika € MECTHO JIMIIE 3a JaHbYHU LI€JIM Ha JbpKaBa, C
kosiTo PenyOnuka beiarapus uma Bisi3na B cuiia croroada 3a u30srBaHe Ha JIBOMHOTO JTAHBYHO
obylarae WM BIISI3JIO B CHJIAa CLIOpa3yMEHHE 32 0OMeH Ha MH(OpMAaLUs U HETOBUTE JICHCTBUTEIHU
COOCTBEHMIIH — (PU3UYECKHU JIMIIA, ca BIIMCaHU B peructbpa 1o wi. 6 ot SUPOPIOITAPKTIITAC;

3. IPYKECTBOTO, PETHCTPUPAHO B IOPUCAUKIMS C MpeepeHIINalCH TaHbUYeH PEKUM, € 4acT
OT UKOHOMHUYECKa TPyTa, YUETO JPY>KECTBO MaiKa WM JbLIEPHO JIPYKECTBO € ObIrapcko MECTHO
JIMILIE ¥ HETOBUTE JICHCTBUTEIHN COOCTBEHUITN — (DU3NIECKH JIUIIA, Ca BIMCAHHU B PETUCTHPA MO WI. 6
ot SUGOAPIOIIPKTIITC nim ce ThpryBa Ha peryivpas fazap WIid MHOIOCTPaHHA CUCTEMA 3a
THProBUsl B JbpKaBa — WiICHKa Ha EBpomelckusi Cbi03, WM B JIpyra Abp)KaBa — CTpaHa IIo
Crniopazymenuero 3a EBporelickoTo NKOHOMHUYECKO TPOCTPAHCTBO;

4. NpyXecTBOTO, B KOETO NPSKO WM KOCBEHO Y4acTBa JpPY)KECTBO, PETUCTPUPAHO B
IOPUCIUKIMS C mpedepeHraneH TaHbYeH pPEeXUM, € H3JaTel Ha MEePHOAUYHHM TeYaTHU
MIPOM3BEICHUS U € TIPEICTABIIIO MHPOPMAIIHS 32 JEUCTBUTEITHUTE COOCTBEHUITN — (DU3UYECKH JINIIA,
0 peqa Ha 3aKoHa 3a 3aIbJDKUTEIHOTO JCTIO3UpaHe Ha MeYaTHH U IPYTU POU3BEICHHS.

5. JpPY>KECTBOTO, PETHCTPUPAHO B IOPUCAMKIMS C TpedepeHIalieH JaHbYCH PEXKUM, €
MECTHO JIMIIE 32 IaHbUHH LIEJIM Ha JIbpkaBa — cTpaHa o CropazyMeHHETO 3a IbpPKaBHUTE MOPHUKU
Ha CBeTOBHATa THPrOBCKA OpraHM3allvsi, KAKTO U Ha IbpXKaBa, C KOSITO EBponeickusT cpio3 nMa
CKJIFOUEHO JIBYCTPAHHO CIIOpa3yMEHHUE, TapaHTHPAIIO JOCThIIA J0 a3apa Ha OOIIECTBEHU MOPHUKU B
EBporielickust Cbi03, 1 HETOBUTE JIEHCTBUTEIHU COOCTBEHHUIM — (DM3UYECKH JIMIA, Ca BIIHCAHU B
peructbpa no wi. 6 or 3UDOJPIOIIAPKTIITAC — 3a geitHocTHTE, 32 KOUTO C€ MpHiara
CIOPa3yMEHHUETO;

6. IpYXeCTBOTO, PETHCTPUPAHO B IOPUCIOUKIMS C TpedepeHlraneH JaHbUeH PEeXUM, €
MECTHO JIMIIE€ 32 JTAaHBbYHU IIeJIM Ha OTBBJIMOpCKA CTpaHa WM TepUTOpus chriacHo Pernenue Ha
Cnera 2013/755/EC ot 25 HoemBpu 2013 r. 32 aconiuupase Ha OTBBIMOPCKUTE CTPAHU U TEPUTOPUN
kbM EBponeiickus cbio3 ("Pemenune 3a orBbamopcko acouuupane') (OB, L 344/1 ot 19 nekemBpu
2013 r.) ¥ HErOBUTE ACHCTBUTEIIHN COOCTBEHUIIH — (PU3MUECKH JIMIIA, Ca BIIMCAHU B PETUCTHPA MO YJI.
6 ot SUDOOAPIOITAPKTIITAC — 3a neitHOCTHTE, 32 KOUTO C€ TpUjIara perieHneTo;

7. IPYXeCTBOTO, PETHCTPUPAHO B IOPUCIOUKIMS C TpedepeHlraneH JaHbUeH PEeXUM, €
MECTHO JIMIE 3a JaHbYHU LN Ha Jbp)KaBa, ¢ KosTo PenyOnmuka bearapuss mma CkiroueHO
MEXIYHAPOJHO THPrOBCKO W/WIIM MKOHOMUYECKO CIIOpa3yMeHHe, BKIFOUUTENTHO U 3aIbJIKEHUS 110
OOmroTo cropazyMeHHe MO THProBusita ¢ yciayrn Ha CBeTOBHAaTa THProOBCKa OpraHM3alusi, H
HErOBUTE JICHCTBUTETHH COOCTBEHHIM — (DPU3WYECKH JIMIIA, Ca BIHCAHW B PETUCTHpA MO Wi. 6 OT
SUOOPIOITAPKTIITAC;

8. IpYyKeCTBOTO, PETUCTPUPAHO B IOPUCAUKIIMS ¢ pedepeHIHaIeH TaHbYeH PEKUM, € 4acT
OT UKOHOMHMYECKA IpyMa, YAETO JIPYKECTBO MalKa € MECTHO JIMIIE 3a JaHbUHHU LI Ha IbpKaBa, C
kosito Penybnmuka beirapuss mma CKIIIOYEHO MEXKIYHApOIHO TBHPIOBCKO /MM HKOHOMUYECKO
CTIOpa3yMeHHe, BKIFOUUTENTHO U 33AbDKeHUS 110 OOII0TO CIIOpa3yMEHHUE MO ThProOBUATA C YCIYTH Ha
CBeToBHATa THPrOBCKA OPTaHW3AIMs, U HETOBUTE JCUCTBUTEIIHA COOCTBEHHUITN — (PM3UYECKH JIHIIA,
ca Bnucanu B peructbpa no wi. 6 or SUGOAPIOIIIPKTITIC.

Korato e Hamume HsKOe OT TOpenocoyeHuTe obcroATencTBa Mo wi. 3, T. 8 oT
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SUDOOJPIOITAPKTIITAC, yuacTHUKBT 3aabmkutesnHo otroBaps ¢ JIA B EEJIOIL

2.1.10. xouTO ca CBBP3aHU JIMIA C IPYTY YYACTHUIIM B MIPOLISAypaTa.

IosicHenue

"Cpbp3anu Jna" ca:

a) JIMLaTa, €THOTO OT KOUTO KOHTPOJIHUPA APYroTO JUILIE UK HETOBO ABIIEPHO JIPYKECTBO;

0) nuiara, YUSTO AEUHOCT C€ KOHTPOJIHMPA OT TPETO JIUIIE;

B) JIMIIaTa, KOUTO ChbBMECTHO KOHTPOJIMPAT TPETO JIHUIIE;

T) CBIIPY3UTE, POJHUHUTE IO IMpaBa JHHUS 0€3 OrpaHUYCHUs, POAHUHUTE IO ChpeOpeHa
JIUHUS 70 YEeTBbPTAa CTENEH BKIIIOYUTEIHO M POJHUMHUTE MO CBAaTOBCTBO JO YETBbPTA CTEIEH
BKJIFOUUTEITHO.

"Kontpon" e Hanu1ie, KOraTto €1Ho JIULIE:

a) MPUTEXAaBa, BKIIOUYUTEIHO Ype3 IBIIEPHO IPYKECTBO MIIM MO CUJIaTa Ha CIIOPa3yMEHHE C
npyro nune, Haj 50 Ha ¢TO OT Opos Ha II1acoBETE B 0OIIOTO ChOpaHKE HA €THO JPY>KECTBO WU APYTO
FOPUAMYECKO JIUIIC;

WIH

0) MOXe Ja ompeneisi NPSKO WM HENpSKO MOBEYE OT IIOJIOBMHATA OT WICHOBETE Ha
YIPAaBUTEIHUS WIA KOHTPOJIHUS OPTraH Ha €JHO IOPUINYECKO JIUILIE;

WIH

B) MOKE IO JAPYT HAUWH Ja YIPaXXKHsIBa PElIaBallo BIUSHHE BbPXY B3€MaHETO Ha PEILICHHUs
BBB BPb3Ka C JICHHOCTTA HA IOPUINYECKO JIHIIE.

Y4acTHUKBT MpeacTaBs uHGopMalus (JeKiiapyupa) JurncaTa Ha TOpHUTE 0OCTOATENICTBA C MOMTbJIBAHE
B EEJIOII, xakro cnenpa:

3a o0crosTesicrBara mo 1. 2.1.1. m 1. 2.1.2. (1. 54, an. 1, 1.1 1 1.2 o1 3011) ce monbasa EE/1OII
KAaKTO cJieIBa:

B yacr 111, pa3nen ,,A*, y4acTHUKBT Cle/Ba Jia PEAOCTaBU HHPOPMAIIUS OTHOCHO MPUCHIN
3a CJIeTHUTE MPECTHIUICHHUS:

a/. yuactue B mpecTbliHa opranu3anus — o wi. 321 u 321a ot HK;

0/. xopymus — o wi. 301 — 307 ot HK;;

B/. m3Mama — 1o wi. 209 — 213 ot HK;

/. TEPOPUCTUYHU MPECTHIICHHUS WU MPECTHIUICHUS, KOUTO Ca CBBP3aHU C TEPOPUCTUYHHU
JeriHoctr — 1o 4. 108a ot HK;

1/ Mi3NIMpaHe Ha mapu Wi (GUHAHCHpaHe Ha TEPOPU3BM — 10 Wi. 253, 253a wim 2536 ot HK
u o ui. 108a, axn. 2 ot HK;

/. meTcKu TpyA uiam apyru ¢hopmu Ha Tpaduk Ha xopa — 1o wi. 192a mimm 159a — 159r ot HK.

B uacr III, paznen ,,[™*, yqacTHUKBT cieqBa Aa MpeaocTaBu HH(POpMAIHsi OTHOCHO MPUCHIU
3a mpecThIuieHus 1o wi. 194 — 208, un. 213a— 217 u un. 254a — 260 ot HK.

B wacr III, paznen ,,B*, none 1, ydqacTHUKBT cresiBa Ja nperocTaBd MHGOPMAIs OTHOCHO
MIPUCHAU 3a TpecThIuleHus no wi. 172 u un. 352 — 363e or HK. Ilpu otrosop ,,Jla* ydacTHUKBT
OCOYBa:

JaTa Ha BJIM3aHE B CHJIA HA MPUCHIATa U (PaKTHUIECKOTO U IMPABHO OCHOBAHHE 32 TIOCTAHOBSIBAHETO ;)
CpOKa Ha HaJIOXEHOTO HaKa3aHUE.

VYyacTHunMTe ocoyBar MH(OpMAIMs 3a MPECTHIUICHUS, aHAJTOTUYHA Ha MOCOYEHHUTE B T.
2.1.1. mpu HaNWYKeE HA TPUCH/A B Ipyra JbprKaBa WICHKA WM TPETa CTpaHa.

3a obctositencrara o 1. 2.1.3. (wn. 54, an. 1, T. 3 ot 30I1) ce momwnsa wacr 111, pa3gen ,,b"
ot EEJZIOIT;

3a obcrositencrara 1o T. 2.1.4. (un. 54, an. 1, 1. 4 ot 30I1) ce momsnBa yacr 111, pa3aen ,,B"
ot EEJZIOIT;

3a obcrositencrara 1o T. 2.1.5. (. 54, an. 1, 1. 5 ot 30I1) ce momsnBa yacr 111, pa3gen ,,B"
ot EEJIOIT;

3a oOcrositencrBara 1o T. 2.1.6. (. 54, an. 1, 1. 6 ot 30I1) ce mombnBa yacr 111, pa3aen ,,B"
ot EEJIOIT;
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3a obcrositencrara 1o T. 2.1.7. (wn. 54, an. 1, 1. 7 ot 30I1) ce momsnBa gacr 111, pa3aen ,,B"
ot EEJIOIT;

3a obcrositencrara 1o T. 2.1.8. (wi. 55, an. 1, 1. 1 ot 30I1) ce momsnBa gacr 111, pa3aen ,,B"
ot EEJIOII;

3a obcrosrencreatano 1. 2.1.9. (wn. 3, 1.8 ot SUDGOAPIOITAPKTIITAC) ce mombiiBa B 9acT
III., paznen ,,I™" ot EEJIOII,

3a obcrositencrara o T. 2.1.10. (wi.101, an.11 ot 30I1) ce nombasa B yacr II1., pazgen ,,I™"
ot EEJIOIL

3abene:xkka: OcHoBanusaTa 1Mo wiI. 54, ain. 1, .1, 7.2 u 1. 7 ot 3011 ce oTHacHT 3a:

a/ uIara, KOWTO MPECTABIISABAT YUaCTHUKA;

0/ nuiata, KOUTO ca WICHOBE Ha YIPABUTEIIHU U HAJ30PHU OPraHU Ha YYaCTHUKA,

B/ JpYTY JIMIIAa, KOUTO MUMAT MPABOMOIMIMS Jla YIMPaKHSIBAT KOHTPOJ MPH B3EMAHETO Ha
peLIeHHs OT T€3U OpPraHHu.

Koraro m3uckBanusara mmo wi. 54, an. 1, 1. 1, 2 u 7 ot 3011 ce oTHacAT 3a IMOBEYE OT €IHO
JIIIe, BCUUKH Jinma noanucsat eaud U bl EEJIOI. Korato ¢ Haixuiie HEoOOXOAMMOCT OT 3alliTa
Ha JIMYHUTE JIaHHU WIM TPU Pa3Iudve B OOCTOSITENICTBAaTa, CBHP3aHU C JMYHOTO CHCTOSIHUE,
nH(popManuaTa OTHOCHO M3UCKBAaHUATA 10 4. 54, an. 1, 1. 1, 2 u 7 ot 3011 ce nmombiBa B OTaEICH
EEJIOII 3a Bcsiko nuile Wid 3a HAKOU OT JuIaTa. B mocieanara xumore3a — mpH 10JIaBaHe Ha
noseue oT eauH EEJIOII, ob6cTosTencTBara, CBbp3aHH ¢ KPUTEPUUTE 3a ITOAOOP, CE ChABPIKAT CaAMO
B EEJIOII, nmoamucan ot juile, KOETO MOKE CaMOCTOATENIHO Ja MpeJCTaBisiBa CbOTBETHHS
CTOIAHCKHU CyOeKT.

3. KPUTEPUU 3A ITIOABOP.

MuHMMAIHE M3MCKBAHHUA 32 TOAHOCTTA (MPABOCMOCOOHOCTTA) 3a YNPaKHABAHe HA
npogdecuonana aeitHoct cobriacuo 3OI1:

3.1. YuacTHunmTe B OOIIECTBEHATa MOPHUYKA TPSAOBA J1a MPHUTEkKABAT pPa3pelICHHE 3a
IIPOM3BOJICTBO, U3/1aJICHO IO peia Ha 3aKOoHa 3a JICKapCTBEHUTE NMPOJYKTH B XyMaHHATa MeIMLIUHA
(3JIIXM) (B cnyuaute no wi. 196, an. 1 ot 3JIIIXM) unu 3a ThproBust Ha €Ipo C JEKAPCTBEHU
IPOAYKTH WU YIOCTOBEPEHHE 3a PErHCTpalys 32 ThPrOBUS Ha €pO C JIEKAPCTBEHU MPOIYKTH
(cmywanTte mo wi. 195, an. 1 u an. 2 ot 3JIIIXM), unu pazpemnienue 3a BHOC (ciaydauTe 1o 4. 196,
an. 2 ot 3JIIIXM)— uznanenu no pena Ha 3JITIXM.

3A YAOCTOBEPSIBAHE HA TMOCOYEHUTE M3UCKBAHUSA IO T. 3.1 CE
INOITBJIBA HACT 1V, BYKBA ,,A“ OT EEJIOII;

Ha ocnoBanue un. 67, an. 6 ot 30Il, 1OKyMEeHTHT, KOWTO c€ MpeACTaBsd OT yYaCTHHKA
OIpeJIeJIEH 3a U3IBIHUTE, IPEIH A2 Ob/1e CKI0YEHO PAMKOBO CIIOpa3yMEHHUE WM NTPH ITOMCKBAaHE
B XOJIa Ha Mpollelyparta, Ha ocHoBaHue wi. 67, ain. 5 oT 30l e: 3aBepeHo Komue Ha pa3peleHue 3a
MIPOU3BOJICTBO, U3/1aJICHO O peia Ha 3aKoHa 3a JIEKapCTBEHUTE NMPOJYKTH B XyMaHHATa MeIUIIMHA
(3JIIXM) (B cnyuaute no wi. 196, an. 1 ot 3JIIIXM) unu 3a ThproBust Ha €Ipo C JIEKAPCTBEHU
IPOAYKTH B WIM YAOCTOBEPEHHUE 33 PETUCTPALHs 32 ThPrOBUS HA €1pO C JIEKAPCTBEHU MPOAYKTH
(cmywanTte mo wi. 195, an. 1 u an. 2 ot 3JIIIXM), unu pazpemnienue 3a BHOC (ciaydauTe 1o 4. 196,
an. 2 ot 3JIIIXM)— u3nanenu no pena va 3JIIIXM.

3.2. YyactHunMTE B OOILIECTBEHaTa MOpbYKA TpsAOBa Ja MpHUTEkaBaT JUIEH3MS,
u3/ajieHa Mo pea Ha 3akoHa 3a KOHTPOJI Ha HApKOTHYHUTE BellecTBa U npexkypcopure (3KHBIT),
KOTaTo y4acTBaT 3a JOCTaBKa Ha JIEKAPCTBEHU MPOAYKTH, ChAbPIKAIIM HAPKOTUYHU BEIIECTBA OT
npunoxkenus Ne2 u Ne3 xbMm 4. 3, 1. 2 u T. 3 ot HapenOara 3a knacudunmpane Ha pacTeHHUITa U
BEIIeCTBaTa KAaTO HAPKOTHYHHU. (BaKM CaMO 32 HOMEHKJIATypUTE Ha JIEKApCTBEHHU MPOAYKTH
ChJIbPIKaIM HAPKOTUYHU BeliecTBa OT npuiiockeHus Ne2 u Ne3 kbpm uit. 3, 1. 2 u T. 3 ot Hapenbata
3a KIacupUIUpaHe Ha PACTCHUATA U BELIECTBATa KaTO HAPKOTUYHU.)

3A YAOCTOBEPSBAHE HA NMOCOYEHOTO MU3UCKBAHE IIO T. 3.2. CE
MNOITBbJIBA YACT 1V, BYKBA ,,A“ OT EEJIOII;
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Ha ocnoBanue un. 67, an.6 or 30II, 1OKyMEHTBHT, KOHTO C€ IpPEACTaBs OT y4aCTHUKA
OTIpe/ieIIeH 3a U3IIBJIHUTEI, IPEN 1a Ob/Ie CKIIOUEHO PAMKOBO CIIOpa3yMEHHUE WM IPU IOMCKBAaHE
B XOJla Ha Mpolieaypara, Ha ocHoBaHue wi. 67, an.5 ot 30II e: 3aBepeHO KOIKE HA JIMIICH3UA,
m3nazaeHa no pena Ha 3KHBII 3a nekapcTBeHH TPOAYKTH, ChABPKAIIM HAPKOTUYHHU BEIIECTBA OT
npuitokenuss Ne 2 u 3 kpM wi. 3, T. 2 u 3 or Hapenbara 3a kinacudunupane Ha pacTCHHUATA H
BelIeCTBaTa KaTO HAPKOTUYHH.

MuHUMAJHU M3MCKBAaHUS 32 HKOHOMHMYECKO M (HUHAHCOBO CBLCTOSIHME HA

ydacTHHIUTe cbriacHo 3OI1:

Bb3n0kuTenaT HAMa H3MCKBAHHMS KbM YYACTHUIIMTE 32 MKOHOMHYECKO W (DMHAHCOBO
CBHCTOSIHHE.

MuHMMAJIHA W3HCKBAHUA 32 TEeXHUYECKHTe M NMPO(PEeCHOHATHUTE CIHOCOOHOCTH HA
y4JacTHMIUTE, cbriiacHo 30I1:

Bb310KuTenAT HIMa H3MCKBAHUS 32 TEXHHYECKUTE U MPodeCHOHATHHUTE CIIOCOOHOCTH HA
YYaCTHUIUTE.

YACT 1I. EJIEKTPOHHO IIOJABAHE HA TPEJJIOKEHUSATA, EJIEKTPOHHHU
OBPA3IIX HA JOKYMEHTHU U YKA3AHMUE 3A ITIOAI'OTOBKATA UM.
HHOAI'OTOBKA HA IIPEJVIOKEHUSATA

1. HEOBXOAMMU HHCTPYMEHTU 3A CBBP3BAHE C EJEKTPOHHATA
CUCTEMA:

2. HNudopmanus 3a EnekTponHara cucreMa 1 MUHMMAJHO 000pyABaHe 32 JOCTHITHOCT
OO0umm ykazanus

EnexTpoHHarta cuctema ce J0CThIIBA OT CIICAHUS MHTEpHET anpec: https://cop.mh.government.ba/
JloCTBITBT 710 MHTEPHET aJipeca Ha CHCTeMara Ce OCBIIECTBSABA MPE3 IMOCISIHUTE TPH BEPCHH Ha
cieqauTe MHTepHET Opay3bpu Mozilla Forefox, Google Chrome, Internet Explorer, Opera u Safari.
JocThIbT 10 GYHKIIMHUTE HA CUCTEMATa CTaBa CJIe]] PEeTUCTPALIHSL.

M3uckBaHus 32 perucTpanus Ha y4aCTHHUIHUTE U YI0CTOBEPsiBaHEe HA PerHcTPalUsTA.
Perucrpauusita ce u3pbpiiBa ¢ npodecronaneH kBaaupuuupan enekrponer nojmnuc (KEIT).
EnlekTpoHHOTO TOJMHMCBaHE W TOJaBaHE Ha MPEUIOKEHUETO, 4pe3 EnexkTpoHHaTa cucrema
u3nuckBa Hanmuuuero Ha mnpodecuonanen KEII, Ha uMeTro Ha JMIETO, KOETO NOJMIKMCBA
npeuiokeHuero. [IpennoxeHneTo ce TOANKMCBa OT MPEACTABISBALINS JIPY)KECTBOTO Ha
YYaCTHHKA WJIM OT U3PUYHO YITBJIHOMOIIEHO JIMIIEe, KaTO BB3JIOKUTEIAT CH 3ala3Ba MpaBoTo Ja
MIPOBEPY TPEACTaBUTEIIHATA BIACT HA TOBA JIMIIE.

B npouenypara 3a e1eKTpOHHO Bb3J1araHe Ha HacTosI1aTa o0IIecTBeHa TOPbYKa MOXKE Ja y4acTBa
BCEKH, KOWTO OTrOBapsi Ha MPEIBAPUTEITHO OOSIBEHUTE YCIOBHS Ha OOIIECTBEHATA MTOPHYUKA U CE €
peructpupain EnekrponHara cucrema.

KoHkpeTHUTE CTBHIKM 3a ydyacTHe B HACTOAIIATa MPOLEAypa 3a CKIIOYBAHE HAa PaMKOBH
CIOpa3yMeHHUs, upe3 U3Moia3BaHe Ha EnekTpoHHaTa cuctemMa, KakTo M M3TOTBSIHE Ha MPeJI0KEeHNe
¥ HETOBOTO M3MpallaHe, MOoJaBaHEe Ha TNPEAJIOKECHHE 3a TPOMSHA, W3IMpallaHe Ha HCKaHEe 3a
pa3siCHeHHe MO JOKYMEHTAalMsTa, ydacTHe B EJIEKTPOHEH TbpI, y4yacTHe BBB BBTPEIICH
KOHKYpEeHTeH Hu300p/nombiBaHe Ha odepTa, ca OomMcaHU B Pvkosodcmeo 3a nompebumens
(mvpeosey), Hepa3eTHA YaCcT OT HACTOSIIATA JOKYMEHTAITHS.

ITpenuioskeHNETO ce MOIBbJIBA U [10J1aBa MO €JIEKTPOHEH BT, upe3 EnexkTpoHHaTa cuctemMa Ha ajipec
https://cop.mh.government.bg/. TlogaBaneTo Ha HPEITOKEHHETO € BBH3MOXKHO CIWHCTBCHO B
YCTQHOBEHUS OT BB3JIOXKUTEIISI CPOK, KOHTO € MOCOYEH B OOSBIEHUETO 3a 00IIeCTBEHATa TOPhUKa
u B Enextponnara cucrema.
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CBbABPKAHUE HA MNPEJJIOXEHUETO HA YYACTHUKA GASABJIEHHUE 3A
YYACTHUE U OPEPTA) 10 HOMEKJIATYPHU U 110 OBOCOBEHU NNO3ULINH.
Y4acTHULUTE MOATOTBAT MPEUIOKEHUITa CH Ype3 MOIMbJIBaHe HAa HalIWMYHUTE B EnekTpoHHaTa
cucremMa (popMu, KaKTo Clie/Ba:

1. 3asBJIeHNeTO 32 yuyacTHe, KbM KOETO Ce IPUKayaT Hail-MaJKo CIeAHUTE JOKYMEHTH:

1.1. EEJIOII 3a yyacTHUKa B ChOTBETCTBHE C M3MCKBAHUATA HA 3aKOHA W YCIIOBUSTA Ha
BB3JIOKUTENS, a Korato e mpuiiokuMo — EEJIOI1 3a Bceku OT yyacTHULIUTE B 00 IMHEHUETO, KOETO
HE € IOPUIMYECKO JIMIE, 33 BCEKU MOTU3IIBIHUTEN M 32 BCSKO JIMIIE, YUUTO PECYpCH IIe ObIaT
aHTXUPAaHU B U3IIBIHEHUETO HA MOpBhUYKaTa — eleKTpoHHO noanucan/u ¢ KEII;

1.2. cuMCBK Ha BCHYKHU 3aIbJDKEHM JHUIA 10 CMHUCHAA Ha 4i. 54, an. 2 u 4. 55, ain. 3 ot
30I1, He3aBUCHMO OT HAUMEHOBAHHUETO HA OPTaHUTE, B KOUTO Y4acTBAT, UIIU JUThKHOCTUTE, KOUTO
3aemart (B CBOOOJICH TEKCT);

1.3. nokyMeHTH 3a [I0OKa3BaHE Ha MPEANPUETHTE MEPKH 3a HAAEKIHOCT, KOTaTo €
MPUII0KHIMO;

1.4. xonue OT JOKYMEHT, OT KOWTO Ja € BHJHO NPAaBHOTO OCHOBAaHUE 3a Ch3JaBaHE Ha
00EIMHEHNETO;

1.5. onric Ha peCTaBEHUTE TOKYMEHTH.

3abene:xka: B cnydanrte, B KOUTO YYaCTHUKBT MOAABA MPEATIOKEHHE 110 MTOBEYE OT €HA
obocobena mosunusa, EEJIOII, koiiTo momaBa ce mpukaya KbM 3asBICHHETO 3a ydacTue IO
00oco0OeHaTa Mmo3uIus ¢ Hali-MaTbK opeieH HoMmep. KbM 3asBICHHUETO 32 y4acTre 10 OCTaHAIIUTE
o0ocobenn moszunuu ce npunara otneiren EEJIOII, camo B ciywaurte, KOrato 3a Ta3u/Te3u
000cO0CHa/M TO3HIHKS/M YIACTHUKBT MPEABMKIA Ja IMOJI3Ba MOJAU3IBIHUTEI/H W/ TPETO/U
Jmie/a.

YyacTHHUIMTE MOTaT Ja IOCOYBAT KbM 3asBICHHETO 3a ydyacTue Wik odepTHre cu
uH(pOpMaIIKA, KOSITO CMATAT 32 KOH(UEHIIMAIHA BbB BPb3Ka C HATMYUETO HA ThProBCKa TaifHa.
Koraro yuacTHHIIUTE ca ce MO30BaJii Ha KOH(UACHIIMAIHOCT, ChOTBETHATa WH(POpPMAIHUSI HE Ce
pa3KpuBa OT BB3NIOKUTENS. YUYACTHUIIMTE HE MOTaT Jla C€ 1M030BaBaT Ha KOH(PUIEHIIUAIHOCT 10
OTHOIIICHHUE Ha MPEIAraHuTE OT TAX CAUHUYHH LECHH.

2. TexHu4eCKO NMpeJIoKeHHe, B KOSTO YUaCTHUIIUTE MOCOYBAT JIEKAPCTBEHUTE MPOTYKTH
3a KOMTO y4acTBAaT, KAKTO M MPUTEKATEINTE HA Pa3pEIICHUETO 3a yIoTpeda, ¢ YUUTO MPOAYKTH
y4acTBaT. YUAaCTHUIIMTE CJellBa Jia MOMBJIHAT U APYTUTe MojieTa 3a1afeHu BbB (popmara. Kem
TEXHUYECKOTO NPEIOKEHHE Ce TIPUKAYBAT:

2.1. NOKyMEHT 3a YIbJIHOMOIIaBaHe, KOraTo JIMIIETO, KOeTo MojaBa odeprara, HE €
3aKOHHUST NIPEJCTaBUTEI HA YUACTHHKA;

2.2. KoIllMe Ha BaJIMJIHO pa3pelleHue 3a ymnorpeba B CTpaHara, M3JaJleHO MO pena Ha
3JIIIXM unu Pernament (EO) Ne 726/ 2004 r. na EBponeiickus napiaament 1 CbBera /ui. 23, ain. 1
Ha 3JIIIXM/. Ilpunoxenusta, Hepa3aeaHa 4acT OT KOHKPETHOTO pa3pelleHHe 3a yrnoTpeda He
crenBa Ma ObAAT MPENCTaBIHM OT YYACTHHIIMTE KaTo TpukadeHd (aitmoBe. HeoOxommmo e
YYaCTHHUIIUTE Ja MOCOYaT KOHKPETEH MyOJIMuYeH PEerHucThp, B KOMTO ca MyOJUKYBAaHU BCUYKU
MPUIIOKEHUST KbM KOHKPETHOTO pa3pelieHne 3a yrnorpeoa;

2.3. Komue Ha JAeKiapaius OT MpUTEeXaTelds Ha pa3pelIeHHeTo 3a ynorpeda wWiu
MIPOM3BOJIUTENAT HA JIEKAPCTBEHUS MPOJIYKT, Y€ € 3aM03HAT C U3UCKBAHUATA KbM JIEKAPCTBEHUTE
MPOAYKTH, KAKTO ¥ C IOCOYCHUTE B IMPOIIEAYPaTa KOJTUIECTBA 32 TO3HU JICKAPCTBEH MPOIYKT, KAKTO
U Y€ € ChIVIaceH JICKapCTBEHHs MPOAYKT na Obae odepupaH OT y4acTHUKA B IpoleaypaTa
(cBOOOIEH TEKCT);

2.4. nmexiapanus 3a ChIVIACHE C KJIAy3UTE Ha MPUIOKEHHTE MPOEKTH HAa PaMKOBO
CIOpa3yMEHHE U MPOEKT Ha JOTOBOD (110 oOpasen);

2.5. nmexiapanus 3a Cpoka Ha BaJUAHOCT Ha odeprara (mombiBa ce B EnekrponHara
cucTeMa, BbB popMaTa Ha TeXHHUECKOTO MPEUIOKEHHUE);

3. BB ¢opmara ,,Ilpeanaranu neHoBU napamMeTpu’’ y4acTHUKBT MOITBJIBA [IEHOBOTO CH
MPEeUTO’KEHHE 3a BCSIKAa HOMEHKJIATypa, 3a KOSTO yJacTBa. BB popmara ce 1aBa Bb3MOXKHOCT Ja
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Ce MOITBJIHMU LIEHAa CaMoO 3a JICKAPCTBEHUTE MPOJYKTH, KOUTO Ca MOCOYEHU B ,,€XHUYECKOTO
npeaiokeHue . Y4acHUKbT ITocouBa 1ieHa Ha exquHuIa Mapka 6e3 JIJIC. Enextponnara cucrema
ABTOMATUYHO U3YMCIIsBA elMHNYHATA 1IeHa ¢ BKItoueH [JJIC. Ako y4acTHUKBT BbBeJI€ 1IeHa, KOATO
e mo-Bucoka ot pedepentrara B akryanaus [1IJIC, [Tpunoxxenune Ne 2 kbM MOMEHTa Ha BhBEXKIaHE
Ha [IeHaTa B ChOTBETHOTO TOJIe, CUCTEMATa IIe U3Beie HHPOPMAIIMOHHO ChOOIIEHUE ¢ peeHTHATA
CTOMHOCT 3a 1 MepHa eIMHULIA OT JIEKAPCTBEHHUSI IPOTYKT, OLIBETECHO B YEPBEH I[BAT.
PedepenTnara croitnoct Ha 1 Op. Msipka (HaMupaiia ce Ha ekpas ,,[Ipernen Ha yciaoBusTa®™)
e menara 3a 1 6p. msipka ¢ BkioueH JIJIC u e n3uncinena kato choTHOIIEHUE MeXy Pedepentnara
croitHoct Ha DDD/TepaneBtnuen kypc (xomona L B Ilpunmoxenme Ne 2 ma IUIC) wu
DDD/Tepanestuuen kypc (konona I B [Tpunoxenue Ne 2 na ITJIC), kakTo cieasa:

Pedepentnara croiinoct Ha DDD/TepaneBTuueH Kypc
PedepenTha croiinoct Ha 1 6p. Msipka =- e L L
DDD/TepaneBTuden Kypc

Baxno!!! YuacTHunure ciensa na umar npenBull, Ye B Ciaydail, ye opepupaHara oT TAX
1eHa 3a equauna msapka cbe J1JIC HagBumiaBa nieHaTa, mocoueHa B KojoHa ,,PedepenTHa cToOiHOCT
Ha 1 Op. mspka, cerinacHo I1JIC*, EnextponHaTta cuctema mie A0OMyCHe YYacTHUKA J1a MOJAJe
npenoxeHue. B ciyyaii, ye yyaCTHUKBT jKejlae Jia s IPOMEHH, TOU cJie/iBa Jla HallpaBH MPOMsHA
Ha Beye M0JIaJICHOTO MPEUI0KEHNE, ITPU CIIa3BaHe HAa MHCTPYKLUUUTE onucaHu B PbKOBOACTBO 3a
notpedurens (ThbproBen), Hepa3AenHa YacT OT HAaCTosAIaTa JOKYMEHTAIHSI.

B cayuaii, ye neHara He ObJe NpPOMeHeHAa M OCTaHe IO-BHCOKAa OT CTOMHOCTTA,
NMocoO4YeHa B KoOJIOHA ,,PedepentHa croiiHocT Ha 1 Op. mMsaApka, cbriacHo IIJIC* 3a ta3um
HOMEHKJIATYPa, YYACTHUKBT Lie Ob/le OTCTPaHeH OT Npoueaypara.

Enunuunata KpaifHa niena ciueiBa aa Obae B Obiarapeku Jiea 6e3 u ¢ BkitoueH JJIC u ga
BKJIIOUBA BCHUYKU pPa3XxoOiH, CBbpP3aHU C JOCTaBKaTa J0 MSCTOTO Ha M3IbJIHEHUE: OINAKOBKa,
TPaAHCIOPT, 3aCTPAXOBKU, MUTHH COOPOBE, TAKCH.

YACT IIl. CKJIIIOYUBAHE HA PAMKOBO CIIOPA3YMEHMUE, YPE3 EJIEKTPOHHA
CUCTEMA 3A 3AKYIIYBAHE HA JIEKAPCTBEHU ITPOAYKTHU 3A HY KAUTE HA
JIJEHEBHUTE 3ABEJIEHUA B PEITYBJIMKA B'bJII'APUSI.

Pe3ynrareT OT NpOBEXJAaHETO Ha HACTOAILIATa IMpOLENypa € CKIIYBAHE HAa PAMKOBU
CIIOPa3yMEHMs 110 OTAECIHUTE HOMEHKIIATYPH, C KOUTO LIE CE ONPEAEIAT YCIOBUATA, IO KOUTO Ie
ce n30upa U3MBIHUTEIN [0 BCEKU KOHKPETEH JI0TOBOP 3a JOCTaBKa Ha JIEKAPCTBEHU NPOJYKTH, Bb3
OCHOBA Ha MPOBEJIEH BHTPEIIEH KOHKYPEHTEH N300p MM ITOKaHa 3a JAOIbJIBaHE Ha odepTaTa.

3a BcsKka HOMEHKJIATypa oT TexHudeckara crenuukanus 1me ObJe CKI0YEeHO PaMKOBO
CIOpa3yMEHHE C JBaMa M3IBJIHUTENIN, aKO € HAJIWIE JOCTaThYeH Opoil ydacTHHUIM, KOUTO
OTroBapsT Ha KPUTEPUUTE 3a MOAOOpP, WIN JOCTaTh4YEH Opoil MpeaAnoKeH s, KOUTO OTrOBapsAT Ha
MIPEIBAPUTEIIHO OOSIBEHUTE YCIOBHS Ha BB3JIOXKHUTENS. PaMKOBOTO criopazymeHHne Moxe J1a Obae
CKJIIOYEHO CaMO C €JUH M3IBJIHUTEN aKO € HAJIWLE CaMO €IMH yYaCTHHMK, KOMTO OTroBaps Ha
KpUTEpUHUTE 3a MOAOOp, WM € HaIUIEe CaMO €IHO TNpeAJIoKeHHe, KOETO OTroBaps Ha
MIPEIBAPUTEIIHO OOSIBEHUTE YCIOBUS HA BBH3JIOKUTEIIS.

Crnen ckiI0oUBaHE Ha PaMKOBO CIIOPAa3yMEHHE 3a BCEKM KOHKPETEH JIEKapCTBEH MPOAYKT HE
C€ JIOITyCKa BKIOYBAHETO HA HOBHU U3ITBIHUTEIH.

N360pbT Ha W3MBJIHUTENN IO PAMKOBHTE CIIOpa3yMeHHs Ie ObJe H3BBPILEH Clel
MIPOBEXK/IAHE HA €IIEKTPOHEH THPr IO pena Ha wi. 89-91 or 30II, upe3 EnekrpoHHaTta cucrema.
[TpoBexx1aHeTo Ha EIEKTPOHHMS THPT I1I€ CEe MPEIXO0’Kaa OT IbpBOHAYAIHA OLIEHKa Ha OepTHTE B
CHOTBETCTBHUE C M30paHUs KPUTEPHIL 3a Bh3JlaraHe — Hali-HUCKa 1eHa. J[o yJacTue B eJeKTPOHHHMS
TBPr 1€ ObJAT JOMYCHATH YYaCTHHUIIMTE, YAUTO MPEUIOKEHUS OTrOBapsAT Ha M3UCKBAHMATA Ha
BB3JIOKUTENS, IOCOYEHH B HACTOAIIATA JOKYMEHTALHU.
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EnexTpoHHUST THPT, 1€ Ce TMPOBEKIA ChC CTHIIKA 32 HAMaJIsIBAaHE HA IIEHATa B pa3Mep Ha
0,3%. I[IpunaraneTo Ha CThIIKAaTa, BOJM JI0 HAMAJIIBAHE Ha IIeHATA 32 €AMHUIIA MIpKa, TPEITI0KeHA
OT CHOTBETHHS YYaCTHHMK C IPOLCHTA Ha CThIKara. [Ipu ciieaBamio mpujiaraHe Ha CThIIKaTa,
MPOLEHTHT HA CThIIKATA Ce M3YMCIABA HA 0a3a Beye HaMajcHaTa OT yYaCTHHKA B CJICKTPOHHHS
Tepr ueHa. IIpeau crapTupaHe Ha €IEKTPOHHUSA THPI, AOIYCHATUTE YYaCTHULUTE IOIy4aBaT
MOKaHa, B KOSITO € TIOCOYEHO BPEMEHHOTO UM KJIaCHpaHe, B pe3y/ITaT Ha I'bpBOHAYAJIHATA OI[CHKA
Ha oepTuTe M. ENCKTPpOHHMS THPT IlI€ 3all0YHE HE MO-PaHo OT 2 paOOTHH JIHH, CJIC] JaTaTa 3a
U3MpalllaHe Ha IMOoKaHaTa. B paMKUTe Ha MPOBEXKIAHETO HA EJICKTPOHHHS THPr, BCEKH €IUH
YUYACTHHK, I1I€ MOXKE JIa BIJKJa BPEMEHHOTO CH KJIacCHpaHe B Thpra, KakTo U MpeIoskeHaTa KbM
MOMEHTA Hal-HHCKaTa [IeHa. EJEKTPOHHHUAT THPT IIe MPUKIIIOYN C HACTHIIBAHE HA YaCchT M JlaTaTa
[MOCOYCHU B IMOKAHATA.

Crel IpOBEXTaHETO Ha CJICKTPOHHHS ThPI 32 BCEKH JICKAPCTBEH IPOIYKT, 000COOCH B
OTJICTHAa HOMEHKJIATypa 11e Obe CKII0YEHO PAMKOBO CIIOPa3yMEHHUE C ITbPBUTE ABaMa yYaCTHHIIH,
MPEIIOKUITA Hali-HUCKA IICHA 32 ChOTBETHHUS MTPOAYKT.

BB3 ocHOBa Ha mpoBeAcHATA MPOIleaypa e OBbJAAT CKIIOYCHU PAaMKOBU CIIOPa3yMEHUs, B
KOUTO HE Ca ONpEICICHH BCHUYKH YCIOBHs. Bb3 OCHOBa Ha BCSKO PAaMKOBOTO CIIOpPa3yMCHHE
7e4eOHOTO 3aBEICHUE - BB3JIOKHUTEI 1€ CKIIF0YBA JIOTOBOP/IOTOBOPH HA CTOWHOCT, ChoOpa3eHa ¢
HETOBUTE HYXJIM M B PAMKHUTE Ha OI0JDKETa My.

JloroBopuTe MO PaMKOBHUTE CIIOPa3yMEHHUS Ie OBJAT CKIIOYCHH CIIe] IMPOBEXKIaHE Ha
NpOIeypy IO BBTPEIICH KOHKYPEHTEH u300p/ MombiiBaHe Ha odepra W NPOBSKIAHE Ha
€JIEKTPOHEH THPr. EJIEKTPOHHUAT THPr Ha €Tan BBTPELIEH KOHKYPEHTEH M300p 3amouBa cien
OTIIpaBeHa OT JICUeOHOTO 3aBEICHUE — BH3JIOKUTEI ITOKaHa U CJIe/] M3BbPIIBAaHE HA IIbPBOHAYATHA
oueHka Ha odeprure. EneKTpoHHUS THPr Ha €Talm BHTPEUICH KOHKYpPEHTEH M300p 3amovBa OT
[IEHUTE, Bb3 OCHOBA HAa KOMTO € CKJIFOYEHO PAMKOBO CITIOPa3yMEHHUE C U3ITBIHUTEIIUTE.

B cmyuamTe, koraTto 3a KOHKPETEH JIEKQpPCTBEH WPOAYKT € CKIIOUYEHO PaMKOBO
CIIOPAa3yMEHHE C €JIMH U3ITBJIHUTEI, JICUCOHOTO 3aBE/ICHUE — BB3JIOKUTEI CKIIFOUBA JIOTOBOP, CIIC/
OTIIpaBeHa MTOKaHa 3a JIONbJIBaHe Ha oepTara. B To3u cirydaii He Moke J1a Ob/Ie CKITFOUCH JIOTOBOP
Ha I[IeHA IT0-BHCOKa OT JIOTOBOPEHATA 10 PAMKOBOTO CIIOPa3yMEHHE.
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