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PEINIEHHE

Ne VI-P - 454/28.08.2017 rox.
rp. Byprac

Ha ocnoBanme 4a.108, 7.1 uw ua. 109 or 3akoHa 3a obmieCTBEHHTE
NOPBYKH, BBB BpB3Ka ¢ IIporokoam or 09.09.2016r., 28.09.2016r. 18.05.2017r.,
21.06.2017r., 04.07.2017r., 14.08.2017r. u Hoxkaazg 25.08.2017r. oT Ha KOMHCHS,
HasHadeHa cbCc 3anoBen No VI — P - 392/09.09.2016 rox. Ha [IsaHOMOIIHHKA HA
»MBAA - Byprac” All, cBbC 3azada ga HU3BBPIIM DPA3TAEK/IAHE M OIEHKA HA
BHECEHHTE IIPENAOKEHHS 3a ydJacTHE B OTpHTa npoueaypa mno peaa Ha 30I1, ¢
IpeaMeT: j,JlocTaBKa Ha A€RKAapPCTBEHH NPOAYKTH 3a Hy:xzaaTe Ha ,MBAA -
Byprac” AJl, rp. Byprac mo o6oco6eHH mO3HIHH, MOCOYEHH B KOHKYpPCHATAa
AOKyMeHTamuaA”, OTKpuTa ¢ 257/25.05.2016r. Ha U3IrbAHUTEAHUS AUPEKTOP HA
»MBAA - Byprac, u obsBeHa c ObsBaenme No 00301-2016-0008/30.05.2016 r. B
POII, u TakoBa B OB e EC mox Ne 2016/S 102-181162 /28.05.2016r., u 10 9usiTo
AOKYMEHTAIlMsl € OCHIYPEH II'bACH, IPAK u 6e3nraTeH NOCTHII HA WHTEPHET AJpEC:
http:/ /www.mbalburgas.com/bg/news/view/58/1030, nopagu hakTa, 4e IpH
yCAOBHSITA HA M3BBPIIEH KOHTPOA BBEPXY paboraTa Ha KOMHCHUSITA HE Ca YyCTAHOBEHH
HECBOTBETCTBUS C H3UCKBAHHUATA HA 3aKOHA M IIPEJIBAPHTEAHO O0SABEHHTE YCAOBHS,

ONPEOEASAM:

I.Pea Ha xaacHpaHe Ha HNPEJAOKEHHSTAa B FOPHATA NpOomEAypa, KAKTO
caexsa:

3
HMHxanalmoHHU aHECTETHLIH 1| "Mepnekc" OO]1 300
1 [ "®Dapkon" ALl 369,5654661
4 HUrkeKLIMOHHH aHeCTeTHIIH
"®ponukc Gapma"
2| EOOJ1 295,1196172
II - pa rpyna nepudepuu
8 MHOpENakcaHTH (HEPBHO-MYCKYJIHH "®ponmkc Gapma”
Giokepu) 1| EoON 280




"Codapma

Tpevinunr" ALl 275,1047771
10 Onunouany aHanreTMLH 3a NapeHTepaiHo "Codapma
NPUIIOKEHHE Tpeiinunr" AJl 300
¢ — "Mbonuke Gapma”
1 MJIHM aHAJIPETHLIM 34 [IEPOPATTHO EOO/I 440
MPHIOKEHHE
"Meaekc" OOJL 405,9556647
13 "Codapma
Cenarunu ¥ chuoreopau JII1 Tpetiaunar" AJl 200
14 "Cocgapma
HeponenTuuu Tpeiaunr" Al 500
17 I1I - Ta rpyna JI[1, neficTtBawu BpXyY "Codapma
LHHC (ITupaueram) Tpe#auur" Al 500
18 "Cogapma
LlenTpannu MuopenakcaHTy - bakinoden Tpetiauur" AJ1 200
19 "Cocdapma
JII1, peiicTeamu Bupxy [MTHC Tpeitauur" AJl 700
20 I - Ba rpyna rotoeu aozupanu JIO Ha
THOKTOBA K-Ha "Qapkon" Al 200
"ITpo ®apmauus"
21 II - pa rpyna rotosu fo3upanu JIO Ha EOO/] 99,74331551
THOKTOBA K-Ha
"®bonukc apma"
EOO/JL 80
22 "Codapma
1 - Ba rpyna aHTHXHCTaMHHH Tpeitaunr" AJl 300
"®apkon" AJ{ 261,947073
23 1 - Ba rpyna oGe36onssauu U "Megpekc" Q0] 260,616941
TEMIIEpPaTypONOHMKABALIH
"®poHukc Papma"
EOOJ 209,581749
"Mapkon" Al 200
I - Ba rpyna HECTEPOUIHH
24 MPOTHBOBb3NAIHTE/IHH CPEICTBA
(HCIIBC 1) "[1po ®apmarus"
EOOJ 198,543334
I - pa rpyna HecTEPOHAHH "Tbproecka siura-
25 NPOTHBOBB3NAINTENIHN CPEACTBA HAL" AL 199,4326241
(HCIIBC 2) "Codapma
Tpedaunar" AJl 128,6111111
26 COX - unxuburopu
RRERSE "Megexc" OOJL 392,6345923




"®ponukc Gapma"

EOOL 346,7852559
29 III - Ta rpyna JII1, neficTaium BLpXY "Tsproecka nura-
el HAL" A 580
30 IV - ta rpyna JII1, neiicTBaium BbpXy
CCC "Mapkon" AJl 840
31 V - 1a rpyna JII1, neficTBaiuyu BEpxy "®ponukc Papma”
CcCcC EOOJ 440
33 "Tsproscka Jiura-
AntnapurMuuu - Flecainide HAILI" A 300
35 "Tsproscka Jiura-
Bera Giokepu HALI" Al 780
40 "Codapma
JIIL, noBnusBaly AMxarTenHara CHCTeMa Tpenauur" ALl 500
"Cocdapma
Tpeiauur" AJl 658,3521861
41 I - Ba rpyna JII1, nosnusipamu [UT
"®ponukce Papma”
EOOH 600
"®apkon" AJl 281,8075802
I - Ba rpyna 6
42 = S e "Mepexe" OOJ 237,8289102
"Codapma
Tpeitaunr" AJ] 214,1250561
"Codapma
Tpetinunr" ALl 188,8172043
44 H2 - 6nokepu
“"®pouuxc Gapma”
EOO 180
45 "®ponuke Papma*
| - Ba rpyna crnia3MoJIMTHLM EOO 360
46 JIT1, nopnusABaIM IIOKO3HATA "Codapma
XoMmeocrasa Tpedinunar" AJL 400
49 "Codapma
YTepoakTHBHH Cpe/ICTBa Tpedpuur" Al 200
I - Ba rpyna JII1, noBnusBamy KpbBTa,
50 KPBBOHOCHHMTE ChJOBE H
MHKpPOLIMPKYJIAaLIMATa 32 TApEeHTEPAIHO "Mponuke Papma”
NpUIOKEHUE EOOJ 200
54 "[1po ®apmarus"
[Inazmenu nporennu EOO 300




"®poHuxc Papma”

57 AKTHBMpaH enrakor anga EOOQ 100
"Codapma
Tperaunr" A1 92,1376771
58 Kenszocwvaspsxkaiuu JII 3a "Codapma
NapEHTEPAJIHO [IPHJIOKEHHE Tpedaunr" AJl 180
"®poHukc Papma”
59 AHTHKOAryJIaHTH EOO/ 280
"Codapma
Tpeiaunr" AJT 277,0930691
"Codapma
Tpeitauur" AJl 176,8877108
HuckoMONuKyIHH Xenap1uHy
60
(Happonapun)
"®poHukc Papma”
EOOJ 160
"®ponukc Papma”
HHUCKOMONMKYIHY XENapUHu
6l (EHokcanapuH) EOOR 200
"Codapma
Tpedaunur" AJl 155,6116672
"Codapma
Tpeaunr" AJl 181,8919908
62 Huxuburopu Ha pakrop Xa
"®ponukc Papma”
EOOJ 160
"®bonukc Papma"
63 1 - Ba rpyna anTuTpomboTHunm JIIT EOOJ 200
"Codapma
Tpeipuur" AJL 182,8922234
"Mapkon" ALl 184,2167189
64 11 - pa rpyna anturpomboTrunn JII
"MpoHuke Papma”
EOO/] 180
"Cotapma
Tpeiinunr" AL 194,6608059
65 I - Ba rpyna KpeBOCIIMpALIH
"®bonuke Papma"
EOOA 180
"[Ipo ®apmauua"
67 TaliaE EOOJ 90,6246663 1
"®ponukc Papma”
EOO/J 80




69

"®poHukc Papma"

BenoapobeH chpdakranT EOOJ 100
"®poHukc Gapma”
EOO 200
70 Koprukocteponau 1 "Codapma
Tpeiauur" AJl 197,8351254
"Ilpo ®apmauus"
EOOJL 185,4278348
71 "Cogapma
Koprukocrepounam 11 Tpeitaunr" AJL 600
"Codapma
Tpeiinunr" AJL 179,3794872
72 JIT1, npunaraHy nNpu LIOKOBH ChCTOSHUSA
"MpoHukc Gapma”
EOO 160
"Mapkon" AJl 1025,906603
74 I - Ba rpyna BOJHO - COJIEBH Pa3TBOPH
"Mdponukc Gapma”
EQO 928,5140562
76
I - pa rpyna BoAHO - COJIEBH pPa3TROPH "Menekc" OO 800
77 "I1po ®apmauus"
ITnasmozamecTUTeNnH EOO/] 100
78 I - Ba rpyna uH¢py3U0HHU PA3TBOPH,
ChOLPXKAIIHA BbIIIEXMIPATH "®apkon" AJl 600
79 I1 - pa rpyna uHdy3MOHHYN pa3TBOPH,
ChIbpIKAllK BbIJIEXHIPATH "Menexc" OO 720
80 "Copapma
I'nioko3a B amityiu Tpeitnuur" AL 200
"Mapkon" AJl 947,4624434
81 I - Ba rpyna pa3TBOpH 3a MapeHTepanHO
APAHICHS "®poHukc Oapma”
EOOA 800
82 II - pa rpyna pa3TBOpH 3a NapeHTepanHo
XpaHeHe "Menekc" O0/] 500
83 {11 - Ta rpyna pasTBOpH 3a napeHTEPaIHO "ITpo ®apmarus™
XpaHeHe EOO/] 800
84 "Codapma
1 - Ba rpyna BUTAMHHH Tperaunar" AL 600
85 1 - Ba rpyna anturHpexuuosuu JII1
fhad b "Megexc" OO/ 597,037037




"Codapma

Tpeipuur" AJ] 472,0425613
"Codapma
Tpediaunr" AJ1 475,5407616
86 II - pa rpyna antunHdexunosuu JII1
"®ponukc Papma”
EOO/] 466,9294265
"@apkon" Al 631,4626284
87 III - Ta rpyna antuuHdekuro3nu JII1
"[Ipo ®apmaumg"
EOO/1 628,8888889
88 IV - Ta rpyna autuundekuuosuu JI1 "Mapkon" AJl 740
"®@apkoa” Al 695,057658
89 1 - Bé rpyia EETHORGATR Mepexc" O0]] 694,0119068
"MpoHukce Gapma”
EOOA 547,0942463
"Meaekc" OO0/] 668,6059469
90 II - pa rpyna antubuoTHuM - Oera "Mapkon" AJl 652,6029985
JIaKTaMu
"Tbproecka nura-
HALT" ALl 634,8292073
"Qapkon" A 283,3674262
91 I1I - Ta rpyna aHTHOMOTHLIH - "Mepekc" OO/ 265,0492416
ueanocrnopuHH
"MpoHuKe Papma’
EOO 198,2601223
92
AMOKCHLIHJIMH H KOMOMHALHH "Megekc" OO 200
"®apkon" AJl 228,5390836
"ITpo Mapmanus"
EOOJ 210,5621368
93 IV - Ta rpyna aHTHOHOTHLIM "®pomuke Gapma”
EOO 200,9539804
"Cogapma
Tpeitnuur" Al 200,6896806
"Menekc" OO/] 196,2893194
94

AMHHOINIIMKO3HIH - | eHTaMHULIUH

||l"1p0 (Dapmauﬂs"
EOO/[

200




AMMHOTJIMKO3HIH - AMHMKALIUH B

"Codapma
Tpe#inunr" AJL

200

"®bonuxc Mapma"

95 R EOOJ 193,1852451
"Mapkon" AJl 180,9215678
"I1po ®apmauus"
EOO 180,4445914
96 "[Tpo ®apmanus"
AMMHOIIJIMKO3HH - AMHKALIMH B OaHKH EOOJ] 300
97 "T'sproscka nura-
Makponuau HALL" AL 540
98 "[Tpo ®apmauus”
Konucrumerar EOO/J 200
99 "MpoHukc Gapma"
Ceftaroline fosamil EOOJ 80
102 “Cocbapma
Kourpacthu JIIT Tpeiaunar" AJl 380
103 ”
Homenpon "Meaekc" OO/] 200
104 ”
Honamugon "Mepekc" OO 200
106 AHTucenTHuHM 3a 00paboTka Ha panu | "Mapkon" AJl 200
107 AHTHCENnTHLM 32 06paboTka Ha paHu 11 "Mapkon" AJl 200
"Codapma
Tpeitauur" ALl 258,6223359
108 1 - Ba rpyna aHTHI0TH
"®ponukc Papma”
EOOJ| 235,1912568
109 AHKCHOIMTHLM - TabJieTH "®apkon" Al 300
111 IV - ta rpyna JI[1, neiicTBawmu BbpXy "®poHukc dapma"
LIHC - uuThkonuH EOO/ 160
112 "Codapma
11 - pa rpyna aHTHXHMCTAMHHH Tpedaunr" AJl 360
111 - pa rpyna npoTHBOBB3NAJIHTEIHH,
113 obesbonspallH H "®ponukc Gapma”
TEeMIepaTypONOHHKaBALLH EOOJ 300
IV - Ta rpyna npoTHBOBB3MAJIMTEIHH,
114 obe3bosspaium 1 "dponukc Papma”
TEMIEepaTypPONOHMKABALIH EOOJ 600




TemnepatyponoHu;xasaiuu 3a

"®bonukc Papma"

115 S — EOO/L 523,02856
"Codapma
Tpednunr" AJ] 516,3753152
117 "®ponukc Papma"
JI1, noBnusBaMIM KPEBOHOCHHTE Ch0BE EOOJ{ 500
118 Kenszoceabpaxkauu JII1 3a nepopanto ;%IE())HHKC Dapma”
NPHIOKEHHUE A 300
"Cocdapma
Tpeitaunar" AJl 295,6579592
120 "®dponuke Papma"
| - Ba rpyna antutycusuu JII1 EOOJ 560
121 "®ponuke Papma”
11 - pa rpyna auturycuesu JII1 EOO 500
123 "Cocbapma
11 - pa rpyna cna3smolnuTHLMA Tpe#iauur" AJ1 500
124 "Codapma
Jlakcatupuu JIT1 Tpeitnunr" ALl 280
125 "®ponuke Gapma”
Antuauapuynu JII1 EOO/ 360
"®ronukc Gapma"
JII1, nopnusBauy penpoayKTHBHATa
127 SETaRIA EOOJ 300
"Codapma
Tpeitnunar" AJl 279,4468085
"Cotapma
T "A 586,6524317
128 JII1, npunarasy 1pu cnewHy ¥ pefyant " AL
JKHBOTO3aCTPALLABALIM ChCTOSHUSA
"dponukc Papma”
EOO/] 572,8354656
"Codapma
Tpetinunr" AJl 435,3391226
131 11 - pa rpyna BUTAMHHH
"®poHuke Papma”
EOO/ 420
132
IlosMBUTAMHHHK 332 BEHO3HA HH(Y3UA "Menexc" OOJ] 100
133 "®ponukc Papma”
V - ta rpyna antuuHbexkumuosud JIIT EOO 680




134 V - Ta rpyna aHTHOMOTHLIM - "Mvouunke Gapma"
uedajJoCrnopuHH 3a nepopajiHa ynorpeba 1 [ EOO/ 480
135 AMOKCULIMJIMH U KOMOHHALIMH 32 "®poHukc Papma”
nepopajixa ynorpeba 1 [ EOO/ 500
"Codapma
1 | Tpeimuur" AJ] 295,4518459
136 Maxponuam - AZUTPOMHLIMH
"®bonukc Mapma"
2 | EOOJ 259,2100539
3 | "®@apkon" ALl 250,2355873
138 "Codapma
HazajiHH 1IeKOHrecTaHTH 1 | Tperaunr" AJ] 400
139 "Cocbapma
I - Ba rpyna aepMaToIOrHYHH CPEACTBA 1 | Tpeitaqunar" A 760
141 "Codapma
JIMarHOCTHYHHU CpeacTBa 1 | Tpeitnunr" AJl 180
1 | "®apkon" ALl 538,7274665
"Codapma
142 AHTHCENTHLY U Ae3HHBEKTAHTH 2| Tpeigmc” Al 235,1067031
"®ponukc Gapma"
3 | EOOJ 458,3284043

B moroBopuTE C YYACTHHIMTE OIPEAEACHH 3a H3I'BAHHTEAH 110 CBOTBETHHUTE
HO3WLMH 1€ C€ BIHIIAT IIPEH3YUCACHHTE OTCTBIIKM H BEPHH HOPMATHBHO
ONpeNeACHH IICHH.

II. 3a y9acTHHIOH, C KOHTO IPH H3N'bAHEHHE HA HIHCKBAHHATA HA YA.
112, aa.1, 7.2 1 7.3 oT 30I1, me 6bAaT NOANMHCAHH AOrOBOPH 33 B'B3AaraHe Ha
obmecTBeHa NOPBYKA ONPEAEASM Te3H, KAAaCHPAaHH HA I'BPBO MSACTO IO
choTBeTHHTE 000CcO0BeHE MO3ZHNHE.
III.OTcTparsiBaM OT y49aCTHE B NponeAypaTa HOCOYEHHTE IO — HAOAY
NpeaAOKEHHS NOPAAH CAeAHHTE (PAKTHYECKH H NPABHHM OCHOBAHHNA:

1.

Ha ocHoBamme uya. 107, 1.2, 6. ,a” or 30Il, npenaokeHHETO Ha
"®dpouukc dapma" EOO/] 3a obocobena nosuua Ne 27, nopaau daxra,
4ye IIPEeNAOKEHHUAT ACKAPCTBEH IIPOAYKT 3a HOMEHKAATypHa eauHuna No
6 He ChOTBETCTBA HA TEXHHYECKATa CIelH(HUKAIIHA 10 OTHOLIECHHE Ha
KOAHYECTBO Ha aKTHBHOTO BEIIECTBO B JJ030BAa €OHUHHALIA.

Ha ocuoBanme uya. 107, 1.2, 6. ,a” or 30Il, npensokeHUETO Ha
"®pouukc Papma" EOO/] 3a obocobena nosumua Ne 28, mopanu dakra,
49€ NPE/IAOKEHHAST AEKAPCTBEH IIPOAYKT 3a HOMEHKAATypHa eauHuna No
3 He CBOTBETCTBA HA TEXHHYECKATa CremudUKaldd 0 OTHOLIEHHUE Ha
pa3TBOPUTEA HA A€KapCcTBeHaTa (opMa M AybAupa HOMEHKAATypHA
equaMa No 4 ot obocobena mosunus No 31.

. Ha ocmoBanme ua. 107, 1.2, 6. ,a” or 30Il, npemsoXeHHETO Ha

"®rorukc Papma" EOO/ 3a ob6ocobena nmo3uuus Ne 58, nmopaau daxta
4e € HaAWILE HEIPEeACTaBsaHE Ha IIPEJAOKEHHUE B oeprara B 4acTTa Ha
HOMEHKAAQTypHa emdHHIa No2 OoT MIOo3HUHATA, C KOETO € HaAule
HEU3II'BAHEHHE Ha H3PUYHO H3UCKBAHE HA BB3A0KHTEAS.



Ha ocmoBamme wua. 107, 1.2, 6. ,a” or 30Il, npemsoxeHueTo Ha
"®rorukc Papma’ EOO/I 3a obocobena nmosuima Ne 75, nopaau daxra,
9€ NIPENAOKEHHUAT ACKAPCTBEH IPOAYKT 32 HOMEHKAATYypHA eguHuna No
3 HE CBOTBETCTBA HA TEXHHYECKATa CcreuuduKanudg 1o OTHOLIEHHUE Ha
KOHLEHTPAIHa Ha A€KapcTBeHaTa opma u aybaumpa HOMEHKAATypHA
enuHHIIA No 6 oT obocoberna nozuiusa No 74.

Ha ocuHoBamme 4a. 107, 1.2, 6. ,a” or 30Il, npensoxeHuero Ha
"®rorukc Papma’ EOO/] 3a obocobena nmozuuma Ne 85, nopamu akra
Ha HEmbAHOTA Ha odeprara, H3pa3sgBalla Ce B IIPEeAAaraHeTc Ha
INPOAYKT C HEBAaAWJHO paspeuieHne 3a ynorpeba m aAumnca =Ha
perucTpupaHa lieHa Ha HOPEJAOKEHHA NPOAYKT 3a HOMEHKAATypHAa
emuauIa No 6.

Ha ocuHoBanume ua. 107, 1.2, 6. ,a” or 30Il, npenaoxkeHHEeTO Ha
"®porukc Papma’ EOO/] 3a obocobena nmo3urusa Ne 87, nopaau daxra,
Y€ NPeJAOKECHUSIT ACKAPCTBEH NPOAYKT 33 HOMEHKAATYpHA eauanna No
3 He CHOTBETCTBA Ha TEXHHYECKATa CHelu(pUKanud 110 OTHOLIEHHE Ha
KOAHYECTBO Ha aKTHBHOTO BEIIECTBO B JI030Ba €IHHHIIA.

Ha ocuoBanmme ua. 107, 1.2, 6. ,a” or 30Il, npensoxeHHeTo HAa
"®dpoHuKc Papma" EOO/] 3a obocobena nosunma Ne 88, nmopanu cakra
Ha HEII'BAHOTA Ha ohepraTa, H3pa3saBallla Ce B AHIICA HA PETHCTPHpaHa
LIEHA Ha OPEeIACKEHHU IIPOAYKT 3a HOMEHKAATypHA eaununa No 6.

Ha ocrvoBanmme 1a. 107, 1.2, 6. ,a” or 30Il, npemaoxkeHHETO Ha
"drorukc Papma" EOO/] 3a o6ocobena nmozumusa No 90 nopanu ¢axra,
9e OPEeAOKEHUAT AEKAPCTBEH NPOAYKT 32 HOMEHKAATYPHA equHHIAa No
1 He crOTBETCTBA HAa TEXHHYECKATA CIeLM(PUKAIIHS 110 OTHOLIEHHE HA
KOAHMYECTBO Ha aKTHBHOTO BELIECTBO B J030Ba €/{UHHUIIA.

Ha ocnmoBamme 1a. 107, 1.2, 6. ,a” or 30Il, mpenaokKeHHETO Ha
"dporukc Papma” EOO/] 3a obocobena nosuius Ne 97, nmopanu dakra
Ye € HAAHIIE HellpeACTaBaHE Ha Mpefs0oKEeHHE B odepTaTra B yacTTa Ha
HOMEHKAaTypHa eaumHHuna Ne 6 oT no3unmmsara, ¢ KOETO € HaAHILE
HEU3IIbAHEHHE HA A3PHYHO M3HCKBAHE HA BB3AOKUTEAS.

10.Ha ocuoBamume ua. 107, 1.2, 6. ,a” ot 30Il, npemaokeHuero Ha

11.

"dporukc Papma’ EOOI 3a obocobena mosmmms Ne 122, nopaxgu
¢dakTa, Y€ NPENAOKEHHSAT ACKApPCTBEH MIPOAYKT 3a HOMEHKAATYypHa
emuauua No 4 He CHOTBETCTBA HA TEXHHYeCKaTa cremuadHKanug 110
OTHOLIEHHE HA KOAHYECTBO HA AKTUBHOTO BEILIECTBO B J030Ba €IMHHLIA
u nybaupa HOMeHKAaTypHa exumHuna Noe 6 ot obocobena mosuipusi No
41.

Ha ocmoBanme ua. 107, 1.2, 6. ,a” or 30Il, HpensoXeHHETO HAa
"dporukc dapma’ EOO/ 3a obocobena mosuums Ne 139, nopamm
¢daxTa, Y€ INPENAOKEHHST ACKAPCTBEH IPOAYKT 3a HOMEHKAATypHa
emuauna No 3 He CBOTBETCTBA Ha TEXHHMYECKaTa cCrHeludHKaUUs I10
OTHOIIIEHHE HA KOHIEHTPAIMs, TETAC ¥ IIPHACKEHHE Ha AEKapCcTBeHaTa

dopma m aybampa HOMeHKaaTypHa emuHHMna Ne 5 or obocobena
rmo3unus Ne 137.

12.Ha ocHoBaume ua. 107, T1.2, 6. ,a” or 30Il, npenaoKeHHETO Ha

"Codpapma Tpedgunr' Al 3a obocobena mosmmma Ne 120 nopaznu
¢hakTa, Y€ NPEOAOKEHHSAT ACKApPCTBEH IPOAYKT 3a HOMEHKAATypHa
equauna No 3 HE CHOTBETCTBA HAa TEXHMYECKaTa CHeld@HUKAIUs IO
OTHOIIIEHHE HA KOHIEHTPAIHSA U CHOTBETHO KOAHYECTBO Ha aKTHBHOTO
BEIIECTBO B /I030Ba €IMHHAIIA U B LIFAATa IOTOBA A€KapcTBeHa dopma,

KaTo npu ToBa aybaumpa HOMEHKAaTypHa emuHuia Ne 1 or cemara
IO3HIIHS.

13.Ha oceoBanue ua. 107, 1.2, 6. ,a” or 30Il, nupenaoxkenuero Ha "Exoc

Memuka" OO/l 3a obocobena nosuiua Ne 55, ¢ oraen 06cTOATEACTBOTO,



4€ B IIPHEJIAOKEHHETO HA YIACTHUKA € HAAWIIE € HEeI'bAHOTA, Thi KaTo
CBIIMAT HE € IPENAOKHUA AEKAPCTBEHH NPOAYKTH, CHOTBETCTBAIM HAa
HOMEHKAATYpHH eauHHOH No 3 u Ne 4, a uMa perucTpUupaHy TAKHUBA, U
KOETO ODCTOSITEACTBO € B pa3pe3 C M3HCKBAHHATA Pa3NHMCaHH B dA.
6.2.2. ot ObuuTe yCAOBHS 3a IPOBEX/AAHE HA IPOUEAYPATA;
14.Ha ocsoBamme 4a. 107, 1.2, 6. ,A” or 30Il npenAoXeHHETO Ha
~Menerc” OO/ 3a o6ocobernu nozurmu No, No 6 1 12, nopagu caegHuTE
(hakTHIECKH OCHOBAHUS:
- Obocobena mno3ummmss Noe 6, HoMeHRAATypHHM emuHumm No, Ne 1 mw 4 -
[Ipenaoxkenara LieHa HaABHIIABA pedepeHTHATA.
- Obocobena mosuums Ne 6, HOMEHKAATypHA eaumHHI@ No 3 - IlpenmaoxxkeBUAT
npoayxT He € or [Ipua. 2 na [IAC. AarepratuBrUAT OT IIAC e c pedepenTHa neHa
0,41 aB. IIpenaoxenaTa g HaABHIIABA.
- O6ocobena nmo3ummsa Ne 12, HomMeHKaaTypHa eguauna No 2 - [IpenaokeHara LieHa
HaaBHIIaBa pedepeHTHaTa.
15.Ha ocroBanue ua. 107, 1.2, 6. ,A” ot 30Il, BBB Bpb3Ka C 9a.1.2, 7.2 or
OO6iuTe yCAOBHS 3a IIPOBEXIAAHE HA MPOLEAypaTa, IIPEIAOKEHHETO HA
»ProHHKC Papma” EOQO/ 3a obocobernu mosuuuu Ne, Ne 1, 2, 5, 7, 15,
16, 17, 20, 24, 25, 29, 30, 34, 35, 36, 37, 38, 39, 42, 43, 46, 47, 51,
52, 53, 66, 73, 96, 105 nopanu caeguuTe (PakTUIECKH OCHOBAHUS:
- Obocobena mosuumust No 1, HoMeHRaaTypHa emmHuia No 1 - IlpenaoxeHara neHa
HaaBHIIaBa pedepeHTHATA.
- Obocoberna nozuigs Ne 2, HomeHKAATYpHU equHAIM No, No 2 u 3 - Ilpemaoxkenara
IleHa HaABHIIABa pedepeHTHATA.
- Obocobena nosuimasa Ne 5, HomeHKAaTypHa enqmHuna Ne 2 . [IpemaoxkeHarta neHa
Ha/iBHIIaBa pedepeHTHaTa.
- Obocobena nosuiusa Ne 7, HomeHkaaTypHa egquBuna Ne 2 - IIpenaoxkeHaTa LieHa
HazBUIIlaBa pedepeHTHaTa.
- O6ocobena mozumusa Ne 15, HOMeHKaaTypHH emuHHIH Neo, No 5 u 6 -
IlpenaozxkeHara 1ieHa HaABHIIaBa pedepeHTHaTa.
- Obocoberna no3urusa Ne 16, HomerKAaTypHa equuuna Ne 3 - TIpensoxenara nena
HagBHINaBa pedepeHTHAaTA.
- Obocobena mo3urmus No 17, HoMeHKaaTypHH emmHHIM No, Noe 2, 4 u 5 -
TIpenaoxkeHara 1leHA HaaBHUIIABa pedepeHTHaTA.
- Obocobena mosumua No 20, HOMeHKaaTypHa enuHMna No 1 - Tlocouenwmte
pedepeHTHA H NpeaeAHa IEHH ca 3a €Ha amIlyAaa, KaTO HENPABHAHO € 3aKpbhracHa
IIPOM3BOAHATA IIPEAECAHA HArope, a y9aCTHUKBT I10COYBa, Y€ ce Kacaar 3a 10 mo3oBu
emuauim (ammyan). Haauie e HescrHora. Ilpum BCHYKH cAyd9ad IIPEJAOXKEHOTO II€HA
HaBHUINAaBa pedepeHTHAaTA.
- Obocobena nmosunua No 24, HOMeHKaaTypHa exuHuna No 1 - [Ipenaoxenara neHa
Ha/BHIIaBa pedepeHTHaTA.
- Obocobena mo3umusa Ne 25, HoMeHKaaTypHa enmHHLa Ne 1 - Ilpeaaoxxenara
LeHa HaABHINaBa pedepeHTHATA.
- Obocobena mosummsa No29, HOMeHKAATypHM eguHMi No, No 1, 2, 3,4 w1 S -
IIpenaokeHara HeHa HaABHIIABA pedepeHTHATA.
- Obocobena mno3unmmua No 30, HomeHKAaTypHH emuuauum No, No 2,4, 7, 8 u 9
[IpenaoxkeHara HeHA HaaBHIIaBa pedepeHTHATA.
- Obocobena nozumua Ne 34, HomeHkaaTypHH emguHuuA No, No 1, 2, 3,4, 6 u 7
IIpenaoxeHara LeHa HaABHINABa pepepeHTHAaTA.
- Ob6ocobena nosunusa No 35, HomenraaTypHu eguaanm No, No 1,2, 3,4,6, 7u 8
[IpenaokeHara 1eHa HaABHIIaBa pedepeHTHAaTA.
- Obocobena nosunus No 36, HomeskaaTypHu equumum Ne, No 1, 3,4, 5, 6, 8,9,
10, 11 1 12 - [Ipenaoxkenara 1ieHa HazaBuIiasa pepepeHTHATA.
- O6ocobena mnosuumss No37, HOMeHKAATypHH exuHHi No, No 2, 6 m 7 -
[IpenaoxxeHara LeHa HaABHIABA pedepeHTHAaTa.
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- Obocobena mnosumma Ne 38, HoMeHRaaTypHH eauHHIm No, No 2,4 ub5 -
IIpensoxkenara ueHa HaABUIIaBa pedepeHTHATA.
- O6ocobena mnosmmmsi Ne 39, HOMeHRAQTypHH eauHHIm No, No 3 u 4 -
[Ipenaoxkenara uesa HaZiBAIasa pedepeHTHATA.
- Obocobena nmosuiua No 42, HomeHKaaTypHa enuuauna Ne 2 - Ilpemaoxenara uena
Ha/BUIIaBa pedepeHTHATA.
- Obocobena mo3zumua No 43, HoMmeHkaaTypHa emuHuua No 4 [lpomykTeT HE € OT
IIpma. 2 Ba IIAC. [IpepaoxkeHara ueHa HajgBUuuiasa pedepedTHara nesHa - 4,28 AB Ha
€KBHBAA€HTEH A€K. IPOAYKT oT [Ipua. 2 KbM MOMEHTA Ha nofnaBaHe Ha odeprara.
- Obocobena no3unuss No 46, HOMeHKAaTypHa eguHuia Ne 4 Ilpemaoxenara lieHa
HaasuliaBa pedepeHTHaTa.
- Obocobena no3uius No 47, HOMEHKAATYpHH emuuumiA No, No 1, 3, 4,6, 7 u 8
[IpenaoxkeHnara 1ieHa HaABHIIABa pedpepeHTHATA
- Obocobena mnoszmmmuss No 51, BHOMeHKaaTypHH emuHAIu No, No 3 u 4
[Ipenaoxkenara 1ieHa HaABHUIIaBa pedepeHTHATA
- Obocoberna no3unuga Ne 52, HomeHKAaTypHa equauna Ne 1 ITocoweHuTe npeaeaHa
u pedepenTHa neHH ca 3a 15 amn. IIpu3BogHuTEe 32 1 ammyaa ca KakTo caeaBa:
23,56 aB - mpepmeaHa; 6,29 aB - pecepenTra. [IpenaokeHara LeHa HaABHIIABA
pedepeHTHATA.
- Obocoberna mnoszmumss Ne 53, HOMEHKAATypHH enuHALM No, No 3 u 5
[IpenaoxeHara 1ieHa HaABHIIAaBa pedepeHTHATA
OI1 66, HE1 IlocowyenuTe npeneaHa ¥ pedepeHTHA LieHH ca 3a S5 ammn. IIpusBogHuTE
3a 1 amnyaa ca kKakTo caexsa: 3,45 AB - mpezeaHa; 2,76 aB - pedepeHTHA.
IIpenaoxenara neHa HagBAIIaBa pedyepeHTHATA 3a €lHa aMIIyAa.
- Obocobena mo3umma Ne 73, HoOMeHKaaTypHa emuuuna Ne 1 IIpemasoxkenara neHa
HaaBHIIaBa pedepeHTHATA.
- Obocobena nosunua Ne 96, mHomenkaarypHa exuauna Ne 1 Ilpenaoxkenara unesa
HaJ/IBHIIaBa pedepeHTHaTA.
- Obocobena nosumua No 105, HomeHkaaTypHa equauna No 2 IIpenaokeHara LeHA
HaABHIIaBa pedepeHTHaTa.
16.Ha ocuoBanue ua. 107, 1.2, 6. ,A” ot 3011, BEB BpB3Ka C 4a.1.2, T.2 oT
O6umre ycAOBHA 3a IpPOBEXAAaHEe Ha NpoLEeaypaTa, IIPENAOKEHHETO Ha
,Papkoa” Al 3a obocobenn mo3zunmu No, Ne 29, 34, 35, 36, 38, 47, 73, 75,
IOpaay CACTHHATE (PAaKTHIECKH OCHOBaHUS!
- Obocobena mno3mmma Ne 29, HOMeHKAaTypHH emuHHIM No, No 1, 4, 5 1 6
IIpenaoxenara neHa HaABHIIaBa pepbepeHTHaTA.
- Obocobena mosumua Ne 34, HomMeHKAQTypHH emawHHIE No, No 2,3, 4, 6 u7
IIpenaodkeHaTa 1leHa HazBUIIaBa pedepeHTHara.
- Obocobena ro3unmsa Ne 35, HomeHRKAaTypHH eauHUALM No, No 1, 2, 3,4, 6, 7u 8
[IpenaoxkeHaTa 1ieHa HajBUInaBa pedepesTHaTa.
- O6ocobena rno3urug No 36, HomMeHKAaTypHH eauuauim Ne, Ne 1, 3,4,5,6, 7, 8,
9, 10, m 11 IlpepaoxkeHara eHa HaABUIABA pedepeHTHATA.
- Obocobena mo3mmua Ne 38, HOMeHKAaTypHH enuHHIK No, No 2,3,4u 5
[TpenaoxkeHara 1ieHa HaABHIIAaBa pedepeHTHaTA.
- Obocobena nmo3umusa Ne47, momeHKAaTypHH enuHunmy No, Ne 1, 3, 4,6, 7 u 8
[Ipenaozkenarta 1ieHa HaABHIIaBa pedepeHTHATA.
- Obocobena no3uuma No 73, HomeHkaaTypHa exumHuna No 1 Ilpenasoxkenara nesa
HaaBuIIaBa pedepeHTHATA.
- Obocobena mno3uumsa Ne 75, HomenkaatypHa eaumHuna Ne 1 u 3 Ilpenaoxenara
LeHa HazBUIIaBa pedepeHTHaTa.
17.Ha ocHoBanmue ua. 107, 1.2, 6. ,A” or 30Il, BBB Bpb3Ka C 4a.1.2, T.2 oT
O6iumuTe ycaoBHSI 3a HPOBEXIAHE Ha IIpoleaypaTa, NPENAOKEHHETO Ha
»,Codapma Tpe#guuar” Al 3a obocobernn nmosuumu Ne, Ne 16, 20, 43, 73, 94
nopagy caegHUTE (PaKTUYECKH OCHOBAHUL!



- Obocobena nosuuma No 16, HomeHKaaTypHaA exuwHuua Ne 3 Ilpenaoxenara mesHa
Ha/BHIaBa pedepeHTHATA.
- Obocobena nosmmusa No20, HoMeHKaaTypHa emmHuua Ne 1 IIpoaykTeT HE € OT
Ilpua. 2 ma TIAC m npepaokeHaTa lieHa HaaBHmaBa pedepeHTHATA IeHa Ha
E€KBHBaneHTEH NpoAyKT oT IIpuaokenue Ne 2 ga [TAC.
- Obocoberna mosumuss Ne 43, HoMeHKAaTypHaA emuHmua No 4 [IpoAykKTHT HE € OT
ITpua. 2 ma IIAC. Tlpepaokenara neHa HagsuiuaBa pedepeHTHara 1esa - 4,28 aB.
Ha EKBHBAACHTEH ACEK. NPOAYKT oT IIpua. 2 KBM MOMEHTA Ha NOAaBaHe Ha
odeprara.
- Obocobena mosumusa Ne73, HOMeHKaaTypHa exmumHHu@a No 1 [IpoaykTesT HE € OT
ITpua. 2 ma TIAC m npepaoxkeHaTa lieHA HaaBUIuABAa pedepeHTHaATa LEHa Ha
€KBHBaA€HTEH NPoAyKT oT IIpuaoxkenue Ne 2 ma IIAC.
- Obocobena nozunma No 94, nomenkaarypua enunamna Ne 1 lIpenmaoxkenara nesa
HaJBHIIaBa pedepeHTHaTa.
18.Ha ocnoBanue 19a. 107, 1.2, 6. ,A” ot 30T1l, BLB BpB3Ka C 4a.1.2, T.2 oT
ObmmuTe ycaoBHS 3a IpOBEXAAHE Ha IPOLEAypaTa, IPEJAOKEHHETO HA
»1lpo ®apmanusa” EOO/] 3a obocobenn noszumuu No, No 5, 56, 88 nmopanu
caegHUATE (DaKTHIECKH OCHOBAHHUMA:
- Obocobena mozummss Ne 5, HomeHKaaTypHH exuamim No, No 1 w2 -
IIpenaoxenara neHa HaABHUINABA ped)epeHTHATA.
- Obocobena nosuius No 56, HomenkaaTtypHa equHuna No 2 - [IpenmaoxkeHara neHa
HazBHIIaBa pedepeHTHaATA.
- Obocoberna nmosunma Ne 88, HomenkaaTtypHa egunuua No 1 - IIpoaykTHT HE € OT
IIpua. 2 ma IIAC, HO caexBa ga ce mocodH pedepeHTHA LleHa HAa E€KBHBAAEHTEH
npoxykT ot Ilpua. 2. PedpepenTrara nesa Ha Fungocap 200mg caps. x1 e 3,73 xsM
02.07.2016 r.. IIlpm TOoBa NOAOKEHHE NPENAOKEHATA L€HA HAABHIIABA
pedepeHTHATA.

IV. IIpexpaTaABaM npoumeaypaTa B 9acTTa Ha cAeaHHATEe obocobernm

MO3HIHH!:
1. Ha ocroBanme 4a. 110, aa.1l, 7. 1 or 3011, u nopagu (hakTa Ha AWnCca HA

OOJIE/ICHU IIPEJAOKEHHS, IIpexpardBaM IpoleaypaTa B dYacTTa 3a CAEJHHUTE
obocoberH moO3UITHH:

9 AHTAroHHCTH Ha HEENOASPHU3HUPAIIHTE HEPBHO-MYCKYAHH DAOKEpH
32 VI - Ta rpyna All, nefictBaiu Bepxy CCC
48 AIl, moBAMSBalIA €HJIOKPHHHHU JXKAE3H
68 Somatostatin
100 Hurocratunm - [lukaodochamun
101 I - Ba rpyna odrasomormanu All
110 TlcuxoaenTHIM, APYTH XHIIHOTHIUH H CEAATHBH
116 VII - ma rpyna All, pedicreamm Bupxy CCC
119 AnTnacmaTtuasu All
126 AHTHAMAPHYHH - TpoOHOTHIM
129 KXT-6yaun
130 III - Ta rpyna BOAHO - COAEBH Pa3TBOPH
137 II - pa rpyna odbrasomoruduau All
140 II - pa rpyna nepMaTOAOTHYHH CPEACTBA
143 Il - pa rpyna auTHO0TH




2. Ha ocuHoBamme 4a. 110, aa.1l, 7.2 or 30Il, u nopagu daxra, 9e He ca
HAAMIIE OTroBapdAlld HAa H3WCKBAHUATA HA BBH3AOKHUTEAS NPE/IACKEHHA OTHOCHO

TEXHHYECKaTa cnenudukaius, NpeKparsdBaM I[IPOLEAypaTa B Y4aCTTa 3a CACIHHUTE
obocobery MMO3HILHH:

27 I - Ba rpyna All, geticrBamm Bpxy CCC
28 II - pa rpyna All, peficrBaimu Bepxy CCC
S5 ITaazmeHy ODHONPOAYKTH

122 Il - pa rpyna AIl, noBaugesammu 'UT

3. Ha ocnoBamme ua. 110, aa.l, 7. 2 or 30Il, u nopanu (pakra Ha AunCa HA
OTrOBapsIlld HA HM3UCKBAHHUATA HaA BB3AOKHUTEAS ILEHOBH IIPENAOKEHHs, IIPEKpaTsaBam
IIpouneaypaTa B 9acTTa 3a cAegHUTe 000cobeHH MO3uIuu:

1 ] - Ba rpyna AIl 3a BbBEXIAHE B aHECTE3Us

2 II - pa rpyna Al 3a BEBEXIAHE B aHECTE3HS

S I - Ba rpynia MECTHH aHECTETULIH

6 Il - pa rpyna MECTHH aHeCTETHILH

7

I - Ba rpyna nepudepHH MHOPEAAKCAHTH (HEPBHO-MYCKYVAHH GAOKEPH)

12 Munazoaam

15 I - Ba rpyna All, aefictBanm spxy LIHC

16 11 - pa rpyna AlIl, gefictBamm Bepxy LTHC

34 BAOKEpH Ha KAAIIMEBUTE KAHAAM M KOMOHHaNMH

36 I - pa rpynna ACE uuxuburopu

37 II - pa rpyna ACE uaxuturopu

38 Baokepu Ha anruoreHsuH Il - penenTopure

39 AuypeTunu

43 [I- pa rpyna #uHXUOUTOPH Ha NIPOTOHHATA [OMIIA

47 Opaanu asTHAHABETHH Cpe/CcTBa

51 I - Ba rpyna All, noBausgBaly KpbBTa, KPPBOHOCHHUTE CHA0OBE H
MHUKPOLMPKYAQLIMSTA 32 IEPOPAAHO IIPHUAOKEHHE

52 1I - pa rpyna All, noBaugBau KpbBTa, KPbBOHOCHHTE CHO0BE U

MHKPOIIMPKYAQIHATA 332 IAaPEHTEPAAHO IIPHAOKEHHUE

53 I - pa rpyna All, noBAHSBaIM KPBBTA, KPBBOHOCHUTE CHAOBE H
MMKPOLIMPKYAALIMATA 34 IEPOPAAHO IIPHAOKEHHE

56 KpsBHE dhakTOpH

66 Octreotide

73 Bopma 3a mHKeKIHHA

75 KaaueBHu, MarHe3ueBH COAHM

105 AHTHCENTHIIH 32 KATEThPU3ALUs




IlpeaBu ropeM3A0KEHOTO,
PEIIH X:

C yuacTHHIMTE CIHEYEAVWAH IIpoleAypaTa II0 CBOTBETHHTE 000cobeHH
NO3MLHK JAa ObAaT CKAIOYEHH JOrOBOPH 3a Bbh3AaraHe Ha o0inecTBeHa noppuka B 30
— JHEBEH CPOK CA€Jl H3THYAHE Ha CpoKa 3a o0ikasBaHe Ha HACTOSIIOTO MU PELIEHUE,
KaKTO U CA€J NPEACTABSHE OT CBIIHATE HA CACOHHTE NJOKYMEHTH:

1. 3a obcrogreacrBara mo 4a. 54, aa. 1, 7. 1 or 30Il — CBHAETEACTBO 3a
CBAHAMOCT;

2. 3a obcrosTeacTBOTO WO YA. 54, aa. 1, 7. 3 or 30Il - ymocTroBepeHHE OT
OpraHUTE II0 IIPUXOAMTE H YAOCTOBEPEHHE OT OOmMHATA [0 CENAAWIIETO Ha
BB3A0OKUATEAT ¥ HA KaHAWJATA UAY YyIaCTHHKA;

3. 3a obcrosiTeacTBOTO 1O 49A. 54, aa. 1, 7. 6 or 30Il - yZOCTOBEPEHHE OT
opraHuTe Ha U3anmbaHHTEAHA areHUmsa "[aaBHA HHCHEKIUS IO Tpyaa';

4. 3a obcrosATeacTBaTa mo Ya. 55, aa. 1, 7. 1 or 30Il - ymocroBepeHmHE,
H3OAa/IEHO OT AT€HIHATA 10 BIHCBaHHAATA.

5. N'apaHimug 3a U3'BAHEHWE HA AOIOBOpa B pasMep Ha 1 oT crofiHOCTTa Ha
noppYKaTa.

Pemenumero mopaexu Ha obxkassane npen K3K B 10 - nHeBeH cpok ot
HETOBOTO y3HaBaHE.

[Tpenuc OT HACTOSAIIOTO MH peLIeHHEe Aa OBbae BpPBYEH HA YYACTHHIMTE B
Ipoleaypara.

H3I. THPEKTOP HA | -
o “YMBAA - BYPTAC” ALl
/I - P. B. MHPA3Y
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