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EKTOP
Codua 1233 gyn.., .M.nynaa“‘ws %3’ PALIKO EB} &5 3 ?) AP

1601 T Bopge . 2 1Y
OJOKJAJ _ 5{; //g*&ﬁj
Ha ocroanue 411.103.a1.3 ot 3011 i
oT AeiiHOCTTa Ha KoMucus 3a mposexaane Ha mpoueaypa no 3011, o~ BT

HazHadeHa che 3amosen Ne 20/28.02.2017r. ma lupekropa Ha HMThB

CBHIBPKXAHUE: OTHOCHO NpOBeIeHAa OTKPUTA IpPOLEAYpa 3a Bh3Narane Ha OOIIeCTBEHa IOPBYKA C
npeaMer: “JlocraBka Ha JieKapcTBa, 1o 15 obocoGenn mosuMImM 3a Hyxzaure Ha  Hanuwonamma
Muoronpoduina Tpascnopraa bomauna ,.Ifap BopuclIl™.

YBAKAEMHU I'OCHOAUH JUPEKTOP,
1. Ha 28.02.2017r rox. B AJMMHWCTpaTHBHaTa crpaja Ha Gommmuara , erax IV, 3ama Ne 2 ce cwbpa
KOMFCHsTa, Ha3HadeHa cbe 3amoen Ne 20/28.02.2017r na m-p Paiixo LBerkoB-Jupekrop Ha Harmonansa
Mmaoronpodunua Tpaucnopraa bonauma ,,Ilap Bopuc III” 3a mposexpane Ha OTKpUTa Hpolenypa 3a
Bb3lIaraHe Ha OOIIeCTBEHA MOpbuka ¢ mpenmer: “IlocTaBka Ha Jekapcrsa, o 15 o6ocobeny moswimy 3a
HyxmuTe Ha Hammonansza Muoronpodmmsa Tparcrnopraa Bonauna ,,I{ap Bopuclll”, B cberas:

NPEJCEJATEJI - Harama [emea ~ Yrpaprres 60THAYHA anTeka

YJIEHOBE.:.

1.Camynn Acenos - IIpaBocriocoOeH I0pHCT.

2. JIaruaka Backopa - Hadanuuk HampagieHve Ha ,,O0niecTBeHN NOPEUKK™
3. Uemna IIpetxoBa - Excrept B HanpasieHue ,,O01IecTBEHN NOPHIKK”
4, Paiina llapasxosa - CueToBoAWTEN B OTHEN ,, CaeToBOACTBO K TP3”

1.1.Komucusara oteopu HocThmwmure 8 /ocem/ Gpos odeprH mo pefia Ha TAXHOTO MOCTHIBAHE HA
CIIEAHATE YYACTHAIA:

1. Odepra ¢ Bx.Ne 1/ 27.02.2017 r., ot ,,Cothapma Tpefinuar” AJl , nonaxena s 09:574. 3a:

060cobena mozunys Nel, HoMenknarypu NeNe:
1,3,4,5,6,7,8,9,10,11,12,13,14,15,16,18,20,21,22,23,24,25,26,27,28,29,30,31,32,33,34,35,36,37,38,39,40,41,
42,43,44,45,46,47,48

O060oco0ena mo3unus No2 , HomeHkaTypn NeNe:
50,51,52,53,54,55,56,57,58,59,60,61,62,63,64,65,66,67,69,75,76,77,79,80,83,84,85,88,89,90,91,92,94,95,96,
97

06ocobena mosunma Ne3 ,Homenknarypu NeNe:
98,99,100,101,102,103,104,105,106,107,108,109,110,111,112,113,114,115,116,117,118,119,120,121,
122,123,124,125,126,127,128,129,131,132,133,134,135,136,137,138,139,140,141,142,143,144,145,146,147,
148,149,150,151,152,153,154,155,156,157,158,159,160,161,162,164,165,166,167,168,169,170,171,
172,174,175,176,177,178,179,180,181,182,183,184,185,186, u 187.

O60ocobena mosumust Ned , HoMeHKITaTypr NeNe :
188,189,190,191,192,193,194,195,196,197,198,199, u 200

060cobena moauirms Ne5 HomeHkmaTypu NeNe : 201,202,203 u 204

O6ocobena nozurusa Ne6 ,Homenkmarypu NeNe : 205,206,207,208,209,210,1 211



0O6ocobena mosunust Ne7, somenxnarypu NeNe :
212,213,215,216,217,218,219,220,221,222,223,224,226,228,229,230,231,232,233,234,235,236,237,
238,239,240,241,242,243,244,245, u 246

06ocobena mo3umst Ne8 HoMeHKIaTypy NeNe :
247,248,249,250,251,252,253,254,255,256,257,258,259,260,261,262,263, n 264

O60cobena mosmis Ne9, Homenkaarypy NeNe :
265,266,267,268,269,270,271,272,273,274,275,276,277,278,279,280,281,282,283,284,285,286,287,
288,289,290,291,293,294,295,296,297, u 298

0O6oco6ena nosuims Nel0, Homerkaarypu NelNe :299,300,301,303,304,305,306,307,308,309,310 m 311

06ocobena nozums Nel 1, momeHKIaTypH NeNe:
314,315,316,317,318,319,320,321,323,324,325,326,327,328,329,330,331,332 335,336 337u3

O60ocobena no3umusa Nel2, nomenkiarypa Ne 339
0O6ocobena mosummsa Nel3, nomeHknatypu NeNe :341,342 u 343
O6ocobena mozunusa Neld, nomenknarypu NeNe: 344,345,346,347 u 348

O6ocobena nozunus Nel5 momenknarypu NeNe:352,353,354,355,356,357,358,359,360 u 361

2. O¢epra ¢ BX.Ne 2/ 27.02.2017 ., 0T ,,@boHuKCc Dapma” EOO/L, nogagena B 10:494. 3a:

Obocobena mozunusa Nel ,HomenknaTypa NeNe
1,2,3,4,5,6,7,8.9,10,11,12,13,14,15,16,17,18,22,23,24,25,26,29,30,31,32,33,34,36,37,38,39,40,41,42,43,
44,45,46,47, n 48.

O60ocobena nosuius Ne2 ,Homerknatypu NeNe 49,50,51,
53,54,55,56,57,58,59,60,62,63,64,65,66,68,70,71,72,73,74,75,76,77,78,79,80,82,83,84,85,88,89,90,91,9293,
95,96, u 97.

O60cobena mosuts Ne3 ,HomerknaTypy NoNe
98,99,100,101,102,103,104,105,106,107,108,109,110,111,112,113,114,115,116,117,118,119,120,121,
122,123,124,125,126,128,129,131,132,133,134,135,136,137,138,139,140,141,142,143,144,145,146,147,
148,149,150,151,152,153,155,156,157,158,159,160,161,162,163,164,165,166,167,168,169,170,171,172,
177,178,179,180,181,182,183,184,185,186, u 187.

O6ocobena nozunpms Ned ;Homenkmarypu NoNe 188,189,190,191,192,193,194,195,196,197,198,199, u 200
O6GocoGena no3umsa NeS ,nomenknarypu NeNe 201,202,203 u 204

O6ocobena nozurst Ne6 ,Homerkmarypu NeNe 205,206,207,208,209,210,u 211.

O6ocobena mozuist Ne7 ,Homenknatypu NeNe 212,213,215,

311 2742 -18,219,220,221,222,223,226,228,229,230,23 1,232,233,234,236,237,238,239,240,241,242,243,244,245,

060cobena nosurms Ne§ ,somenkiratypu NeNe
247,248,249,250,251,252,253,254,255,256,257,258,259,260,261,262,263, n 264.



OGocobena nozunust Ne9 ,Homenknarypu NeNe
265,266,267,268,269,270,271,272,273,274,275,276,277,278,279,280,281,282,283,284,285,286,287,288.289,
290,291,293,294,295,296,297, u 298.

O6ocobena nosummst Nel0 ,Homenkaarypu NelNe 299,300,301, 304,305,306,307,308,309,310 m 311.
O6ocobena mo3uius Nell ;Homerknarypu NelNe
313,314,315,316,317,318,319,320,321,322,323,324,325,326,328,329,330,331,332,333,334,335,336,337, u
338.

O6ocobena nmo3umusa Nel2 ,HomerknaTypa Ne339

O6ocobena mozumnust Nel3 ,;HoMeHKnaTypu Ne341 u 342

O6ocobena nozurmsa Nel4 ,momenknarypu NoNe344,345,346,347, 348,349,350 u 351.

O6ocobena nozunma Nel5 ;HomeHKIaTypu NeNe352,353,354,355,356,357,358,359,360, 361, 362 u 363.

3. Odepra ¢ BX.Ne 3/ 27.02.2017 1., or_,,byamap MJI” OO/, nonagena B 12:084. 3a-
O6ocobena nosuua Ned ,HoMenknatypu NeNe 191,199 u 200
O6ocobena nozuust Nel4, nomernkaarypu NelNe 344,345,346,347,348,350 u 351.

4.0depta ¢ BX.Ne 4/ 27.02.2017 1., o1 ., Papkon” AJl, mogaaena B 12:244. 3a:

O6ocoGena nmozuims Nel ,Homenknatypu NeNe 2,5,6,32,33,43 u 48

0O6ocobena nosumsa Ne2 ;HoMenkmaTypu NeNe
53,60,70,71,72,73,74,75,76,77,78,79,80,81,82,83,84,88,89,90,91,96 u 97

O6ocobena mo3umma Ne3 ,HoMenxaTypu NeNe
110,113,118,119,121,122,123,128,129,133,134,137,140,141,142,143,144,146,147,148,149,150,
152,155,156,157,158,159,160,161,165,167,168,169,172,177,178,179,180,181,182,183,186, u 187.
O6ocobena mosunmst Ned . Homenknarypu NeNe 188, 195, 199, u 200.

060co6era mosumus Ne7 ,HOMeHKaTypu NeNe
212,215,216,217,218,219,220,221,222,223,224,231,232,236,237,238,241,243, u 245

Ob6ocobera mosunust Ne§ ,HomeHknaTypa Ne254

O6ocobena mosurus Ne9 ;HoMenknatypu NeNe 270,280,281,282,288,289,291 u 297

0O60co6ena nmosmma NelQ ,Homenknarypu NelNe 299,305,306,307,309 u 311

O6ocobena mosunpst Nell ,HomeHknarypu NeNe 316,321,331 1 337
Ob6ocobena rmozunwst Nel4 ,Homenkiarypu NeNe344,345,346,347, 348,349,350 u 351

O6oco6ena nozunusa Nel5 ;Homenkarypu NeNe355, 358, u 359.



5.0depra ¢ BX.Ne 5/ 27.02.2017 1., ot ,,Meaexe” OO/I , moaanena B 12:264, 3a:

O6ocobena mosunma Nel ,Homenknarypu NeNe 2,3.4,6,7 u 39

06ocoGena mosuus Ne2 ,HOMEHKIIATYpH NeNe 54,55,65,74,75,77,78,79,80,81,83 u 84

O6ocobena mo3uima Ne3 ,momenknarypu NeNe 104,132, u 154

O6ocoGera mo3mimsa Ne6 ,HoMeHKIaTypa Ne206

O6oco6ena mosumusa Ne7 ,HomedknaTypu NoNe 214,216,217,218,219,222,224,229,233,238,242, u 245
06o0cobena mo3muwa Ne§ ;HomeHknarypu NeNe 248,249, 251, 256,261, u 262

O6ocoGena mo3uuus Ne9 ;HomeHKmaTypu NeNe 265,270,273,274,280, u 292

0O6ocobena no3umpma Nel0 ;HomeHkmaTypa Ne 306

§.Og|!ema ¢ BX.Ne 6/27.02.2017 r., oT ET ,,JIBH” , nonagena B 13:094. 3a:

Ob6ocobena nozuitu Nel4, HomeHKIaTypH :Ne344,345 u 347

7. Odepra ¢ BX.Ne 7/27.02.2017 1., o1 ,, Costomen” EQOJI ., nonanena B 14:08u. 3a:

O6ocobena no3uus Nel ,HoMenknarypa Ned1

O6ocobena nosummsa Ne2 ,momenknarypu NeNe 53,70,72,73,74,75,76,77,78,79,80,83,84,86,88,89,96, 11 97
O6ocobena mosuims Ned ,HOMemaTypH NeNe 199 1 200 |

0O60ocobena mosuima Ne7 ,;qomenkiarypa Ne241

O6oco6ena mosunus NeS ;momenknarypu NeNe 270,281, i 282

0b6ocobena moswmmus Nel5 ,HomeHKRaTYpr NeNe362 u 363

7.0depra ¢ BX.Ne 8/ 27.02.2017 1., ot ,,Tbproseka Jiura-Haunonanen Anreven Hentsp” AJL
noxajgena B 14:15q, 3a:

O6ocobena mozuums Nel ,Homenxnarypu NeNe 4,7,30,31 u 33

O6ocobena nmosunpst Ne2 ,Homenkatypu NeNe 60 1 97

O6ocobena mozuuyst Ne3 ,HoMeHKIaTypu NeNe
113,120,122,123,127,129,130,131,140,142,143,144,146,147,149,152,153,155,156,157,164,165,172,177,178,
179,181,182,186,u 187

0O6ocobena mosuisa Ne7 ,HoMenknatypu NeNe 213,315,216,217,219,223,228,237,238 u 243

O6ocobena no3utius Ne8 ,mHomeHKIarypa Ne251

0O60cobena mosunus Nel0 ,Homerknarypa Ne299

O6ocobena mosurua Nel3 ,HoMeHkaTypa Ne343.

O6oco6ena mosurua Nel5 ,Homenknarypu NeNe 358, m 359.
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B mepuona 06.03.2017r. — 15.03.2017r. KomucusTa pasriena npeiCcTaBeHATe JOKYMEHTH ¥ HHOOpMaLHsL
OTTOBapsIld HA WM3UCKBAHUATA KBM JIAYHOTO CBCTOSHME M KPHTEPUMTE 3a TOAGOp MOCTABEHH OT
BB3JIOKHUTENA Ha HocTeimmre 8 /oceM/ Opos odepr, ¢ BMAMMO HeHapyIIEHa LAJIOCT, ¢ OTOens3any
BXOJSIN HOMEp, AaTa ¥ Jac Ha TpHeMaHe.

2.1. Ha ocuoranue 4n.54 an.9 ot IM30I1 , Komucusara nsucksa ot yuactHuuw: ,,Codapma Tpeiigmar”
00], ,,Pronukc ®apma” EOOJ, ,,BYJIMAP MJI” OO[, ,,®apkon” Al , ,Menexc” OOJ , ET
»ABH” , ,COJOMEA”EOOA wu ,Tuproscka aura — Hanmonanen anteden wenThp”AJl na
OPEACTABAT AOMBIHATENHA JNOKyMEHTH W MH(oOpMmaimsd, nompobHO omwmcamd B Ilporoxonm Nel ¢ Msx
H3x.Ne13-3-622 /15.03.2017r. B cpok oT 5 /mer/ paGoTHH IHH OT MONyYaBaHe My.

2.2. Cnen usTr4ane Ha cpoka 1o 454, an.9 ot III30I1 B genoBoxcreoro Ha HMTB ,,Llap Bopuc III” ca
TIOJIyYeHH I¥ICMa OT CIISHUTE YUaCTHHLIN:
- mIcMo ¢ BX.Ne 13-3-651/16.03.2017r. yuactauksr ,Mepexc” OO/
- meMo ¢ Bx.Ne 13-3-665/17.03.2017r. yyacTHUKET ,,@apkoia® ANl
- mreMo ¢ Bx.Ne 13-3-671/17.03.2017r. ygactauksr ET ,,JIBH”
- macMo ¢ BX.Ne 13-3-672/17.03.2017r. ygactaukst ,,Coapma Tpedimunr? AJL
- mcMo ¢ Bx.Ne 13-3-674/20.03.2017r. yuacTHUKET o, Thproscka Jinra-Hanmonajen Anreden
Hentsp” AJ{
- mmcMo ¢ BX.Ne 13-3-675/20.03.2017r. ygactauxsT ,,Conomen” EQOJL
- macmo ¢ Bx.Ne 13-3- 682/21.03.2017r. y9acTHUKET ,Byamap MJ” OO/
- Mo ¢ BX.Ne 13-3- 686/21.03.2017r. yyacTHUKET ,,PbonmKe Papma” EOOJ

2.3. Komucuara pasriefa NONBIHWTENHO NPENCTAaBEHUTE MOKYMEHTH ¥ WH(GOpPMAIWs M JOOYyCHA IO
pasIieXJaHe Ha TEXHUYECKUTE NPEATOKEHMd Ha BCHYKH YJYACTHHNM C H3KIIOYEHHE Ha: ,,ObLOHHKC
®apma” EOQOJ 3a sHoMenknarypu NoNe:24,93.197,198,206,255,264,267,268,299 u 310 Ha ocHOBaHHe
11.107,1.1 o1 3011

11, He ca npeactasenu odeptu no cinesute 000COOSHN NO3MUNY / HOMEHKIATYH/:
O6ocobena mosunus Nel,nomenrxaatypa 19 -Flumazenil Solution for injection/infusion, 0,1mg/ml-5 ml

0O06ocobena nosunusa Ne2 ,Homenkaarypa 87 - Artroskopski set Ekoklik No2.

O6ocoGena nosumma Ne3, HomeHkaarypa 173 -Perindopril tert-butylamine Orodispersible tablet, 4
mg.

O6ocoGena mosumma Ne7, Homenkaarypa 225 - Ertapenem Powder for solution for infusion 1g. m
HoMeHkaaTypa 227 - Clarithromycin Powder for solution for injection, 500, mg.

O6ocoGena mosanus Nel0, somenkaarypa 302 - Aminophylline Film coated tablet, 100 mg,

Obocobena nmozununa Nell, nomenkaarypa 312 - Betamethasone, Clotrimazole, Gentamicin eye and
ear drops, solution, 5 ml.

Odocobena mosunms Nel12, nomenxaarypa 340 - Flumazenil, Solution for injection/infusion, 0,1mg/ml-
5 ml

HI. B mepumopma 23.03.2017r — 07.04.2017r . xoMmcHATa NPOABIKH CBOsTa pafoTa Ha 3aKPUTH
3aCellaHMd ¢ PasTIeKAaHe Ha TEXHWYECKHTE NpPEIUIOKCHHS Ha [OIYCHATHTE YYACTHHIM TIO pela Ha
HIOCTHIBaHe Ha odepTHTe.

3.1. KoMmcusaTa U3BHPINH IPOBEPKa HA TEXHAYECKUTE TPSIUTOKEHUS Ha JOMYCHATHTE YYACTHHIIY IO
CBOTBETHHTE 00OCOOEHN IO3WMIWH W HOMEHKIATYPH, IPOBEPH TAXHOTO CHOTBETCTBUE C TIPEABAPHTENHO
00SBEHWUTE YCIOBUSA OT BB3JIOKUTENA.

3.2. KomucnsTa He jjonycka ydacrHuKET ,,Codapma Tpeiinunr” AJl no dasata mo oneHsIBaHe H
KJlacupaHe 3a:

» O6ocobGena mosunusa Ne 1 Homenxiaarypa 38 -Thiamine hydrochloride 100 mg. + Piridoxine

hydrochloride 200 mg. + Cyanocobalamin 0,2 mg
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> O6ocobena nosunms Ne 5 momenkaarypa 202 -Lidocaine, Chlorhexidine Urethral gel 0.17, g
Lidocaine
» O06ocobena osunma Ne 8 somenxaarypa 250 -Nimesulide Granules for oral suspension, 100 mg,
» Obocolena no3unus Ne 10 HomenkaaTypa 306 -Ambroxol Syrup, 30 mg/5 mi-150 ml,
» Obocobena nosuung Ne 14 Homenkaarypa 345 -Ethanol , Cutaneous solution, 70% -~ 1000 ml,
Ha ocHoBanme 4n.107, a2 Oyksa ,,a” or 30II n obcrogrencrsa moapoOHO omucanu B IIpotokon No2 ¢
BX . Nel3-3-788/07.04.2017r.

3.3 Kowmucumsara He jomycka yqactHUKET ~®bponnke ®apma” EOO/JI no dasara mo onenssane n
KIIaCHpaHe 3a:
> O6ocoGena mosunua Ne 2 HomeHKIaTypa 68 - Acidum folicum tabl 5 mg,
O6ocobGena nosunusa Ne3 Homenkaarypa 99 - Digoxin Solution for injection/infusion, 0.5 mg/2ml, mg
> O6ocodena nosnnus Ne9 HomeHkaaTypa 288 - Pregabalin Capsule, hard, 75 mg,
Ha ocHopanue 41.107, an.2 Gyksa ,,a” or 30II u obGcrostencTsa mogpoGHo onucanu B Ilporokon Ne2 ¢
BX.Nel13-3-788/07.04.2017r.

3.4. KomucusTa He IONyCKa y9acTHUKBT ,,Paproa” AJl no ¢asata no oneHsIBaHe U KjiaCUpaHe 3a:
» Oo6ocobena mo3unust Ne 1 nHomenkaarypa 32- Thiamine Metformin Film coated tablet 500 mg
» Oo6ocobena mosunust Ne 1 nomenkaarypa 33 - Metformin Film coated tablet 850 mg,
> Obocobena mosuuust Ne 15 Homenkiatypa 355- Perindopril, Indapamide Tablet 4 mg/ 1,25,mg,
Ha ocHoBanue 41.107, an.2 Gyksa ,,a” or 30II u obcrosrencra noxpo6HO ommcand B IIpoTokon Ne2 ¢
BX.Nel3-3-788/07.04.2017r.

3.5 Kowmucusra He I0NycKa YYacTHHKET ,Menexc” OO/ mo dazara no oneHsBanHe ¥ KIacHpaHe 3a:
> OdocoGena no3unust Ne 2 HoMeHKJIaTypa 65- Saccharated iron oxyde Solution for injection 20
mg/ml - 5 ml, Ba ocHOBanue 4n.107, an.2 Gykea ,,a” ot 30I1 u oGcTOsATENCTBA MOAPOGHO ONMCAHK B
IIpotokon Ne2 ¢ BX.Ne13-3-788/07.04.2017T.

3.6. KomucusaTra HacpouM OTKpUTO 3acemaHue Ha 12.04.2017 r. ot 10:00 4aca B 3ana Ne 2 B crpajara Ha
Hanponanua Muoronpodunna Tpancrnopraa bonrmma ,, Ilap Bopuc 1I”c anpec: rp. Codus, 6yn.,Kusruns
Mapus JIynsza Nel08, IV erax, 3a oTBapsAHE H OIOBECTABaHE Ha IEHOBUTE TPEIJIOKEHUSA HA JOIYCHATHTE
Y4acTHHIM cpril.9.57,am3 ot [ITI30I1

I V. Ha 12.04.2017 r ron. B AIMUHUCTpaTHBHATA CIpajia Ha OoHMuara , erax 1V, 3ama Ne 2 xoMucusra,
HasHayeHa cbc 3amoBex Ne 20/28.02.2017r. Ha qupekTopa ce cb0pa a OTBOPH IIEHOBHTE IPEIIOKEHNS HA
yyactaunure. Ha 3aceqanuero He MPUCHCTBAXA NPEACTABUTENM Ha YHaCTHHIMTE ¥ APYTH BHHIUHM JIALE.
Tlopanu monssaHeTo Ha IJIaTeH OTHYCK Ha WicH Ha komucuara Paiina IllapankoBa B 3acemaHHeTo ydactue
B3¢ pesepBHus wieH Jiennna Meuepa - CueroBoguten B oThel ,,CueTosojcTeo ¥ TP3”, ¢hITacHO 3aloBex
Ne 20/28.02.2017r u nognuca Aeknapaimsi Ha ocHosanme 91.103,a1m.2 ot 3011 .

KompicuaTa OTROpH IIMKOBETE ¢ UEHOBHTE MPEJIOKCHS 110 PEfia Ha MONABAHETO Ha oepTHTe, OLOBECTH
NEHHTS Ha YJACTHUIWTE MO 000COOCHNUTE MO3HIMA U HOMEHKIATYPH, C U3KIIFOUEHNE HA OTCTPAHERHTE OT
y49acTHe TEXHWIECKH NPEIOKEHHS 32 CBOTBETHUTE HOMGHKNIATYPH, OApoOHo omucanm B Ilporokon Ne 2.
IleHOBHTE NPEATOMKEHM Ha NOITY CHATUTE YIACTHULIM CE IOAIIICaxa OT TPHMa OT WICHOBETE Ha KOMUCHATA.

V. B mneprmoma or 12.04.2017 r. go 11.05.2017 r. xommcuaTa mpoBele 3aKpWTd 3acelaHus 3a
pasriIekIane ¥ OLCHABAHE HA JOIYCHATHTE KO y4acTde B NpoUeypara HeHOBH NPEHIOKEHHA 1O Kpumepuii
Hati — Hucka yena. ONEHABAHETO U KIIACHPAHETO HA LIEHOBHTE O()epTH HA YJACTHWIMTE Ce M3BLPIIM BE3
OCHOBa Ha odepUpaHara eJHHNYHA LeHa 3a efuHMIHa Mapka 6e3 JIJIC u obmara CTOMHOCT Ha CHOTBETHATA
HoMeHKIarypa Oe3 JIJIC 3a choTBETHHS BHI JIEKapCTBEH IIPOAYKT 110 HAYWHA IOCOYEH B JOKYMEHTAIMATA 33
y4JacTHe.

5.1.KoMucHATa KOHCTaTHPa, 9€ B IIEHOBOTO NPEIIOKEHNe YyIacTHUKET ,,Codapma Tpeiimunr” AJl 3a
OIT Ne 2 ,nomeHKkdaTypa -92 Loperamide Capsules, 2 mg ¢ mocoqwn B xonrona 12 > Ex.nena 6e3 JIJIC /3a
Opoii: Tabnerka, amim., (IakoH, caile, CyNo3., INIACTHp U Ap./ oT [lo3WTwBHUA JeKapcTBEH CIUCHK O3
BrILJIJIC” B pasmep Ha 0,4590 1B., a npemnoxeHara ex.tena 6ez JIJIC /3a Gpoit: tabierka, aMiL., (IIakoH,
camie, Cymo3., INIaCTHP H Jp. IOCO4CHA B KOoNoHa 13 e B pasmep Ha 0,4717 ne. Tpeanoxenara equHAYIHA
LIeHa OT yYacTHUKa € 1O — BHCOKa OT HOPMAaTHBHO YTBBP/CHATa MpeeiiHa IIeHa 3a THProBel Ha €4po B
konoHa 11.



Komucusara ycraHoBH, 4e YYaCTHHKBT HE € NOIBJIHWI Komonu 10, 11 m 12 or mpeacraBeHoTo
LienoBoto mpemiokenue — Ilpunoxenue Ne 2 mo OII Ne 3, Homenkaatypa 109 - Glyceryl trinitrate
Solution for infusion 1 mg/ml - 50 ml,mg, mo OII Ne 4, Homenxmarypa 191- Zinc oxide Qintment, 10% -
18 g, mo OII Ne 14, nromenkaarypa 347-Hydrogen peroxide solution 30 per cent, 3% 10 ml 1000 ml u =a
ocuopanue uin.54,a.13 ot 3011 u3ucka OT y9acTHHKA HPEACTABAHETO Ha PasACHEHNS 110 HEMOMBIHCHUTE
KOJIOHH ¢ TIACMO ¢ u3X. Ne13-3-873/21.04.2017r. ChIIisT CBOEBPEMEHHO HPEACTIABH IIMCMO C BX. Nel3-3-
917/25.04.2017r. ¢ NHCMEHN pa3ACHEHN:, 9e 3a HoMeHkiarypu 191 u 347 ce xacae 3a MEIMKaMEHTH, 3a
KOUTO HC C¢ HM3HCKBa LIEHA 32 THProBel Ha €Apo. YYaCTHHUKET ¢ IOCOYMI , U€ 33 HOMeHKJaTypa 109 e
JIOITyCHAI TeXHHUYECKa IPeliika 1 e 0TKa3Ba 0T HEHOBOTO IPEIOIKEHHE.

KoMucHaTa npeajiara Ha BR3JIOKATENA, YIACTHHKET »Codapma Tpelinunr” AJl, na Gbae OTCTpaHeH Ha
€Tall OlEHKa M KJacHpaHe Ha HeHopara odepra 3a HOMEHKJIATYpa 92 m HomeHkJatypa 109 Ha ocHOBaHMe
u1.107, an.2, Oyxsa ,,a” or 30I1 u BB BpE3ka ¢ pasgen PA3JEJI VL, 1.5 ,,M3sACKBaHMAA KEM NOJTOTOBKATA HA
IIEHOBOTO IPEANIOKEHME”.

5.2.KomucnsiTa KOHCTaTHPA, Y€ B HEHOBOTO NPEIIOKEHAE YIaCTHHKET ,,BYJIMAP MJI” OOJT ,

He & nomeaHuI kostonu 10, 11 m 12 ot npexncrasenoro LgHoBOTO Npemnoxkenue — [punoxerne Ne 2 mo OI1
Ne 4, gomenxnarypa 191- Zinc oxide Ointment, 10% - 18 g, mo OIT Ne 14, Homenknarypa 347-Hydrogen
peroxide solution 30 per cent, 3% 10 ml 1000 ml, mo OIT Ne 14, Homenxkiarypa 350- Paraffin, liquid,
1000mi u o OIT Ne 14, somenxnarypa 351- Vaselin 400 g u Ha ocHoBanme wi.54,am.13 ot ITII30I1 u3ucka
OT y4YacTHHKA IPEACTaBIHETO Ha Pa3ssACHEHHUS 10 HEMNOIIBIHEHUTE KONOHHM ¢ nucmMo Nel13-3-875/21.04.2017r.
CpiupsT CBOEBPEMEHHO MPEACTaBH UCMO C BX. Nel13-3-918/25.04.2017r., u30paTeHo 10 ENEKTPOHEH ITBT ¢
TIICMEHH Pa3siCHEHMA, 9¢ HOMeHKiarypu 191, 347 u 351 He npe/CTaBIIsBAT JIEKAPCTBEHHM MPOAYKTH , a ca
KO3METHYHH HPOAYKTH ¥ 34 TAX HE Cce W3MCKBa BrmcBaHe B [JIC |, IpUIOKEHAATA KBM TAX H OCTAHAINTES
peructpu ¥ mpuioxeHus KM 3JIIIXM. 3a moMerkaarypa 350 e mocoueHo, 9e e MpOAyKT, 3a KOWTO HIMa
usuckpare 3a Brmcane B IUJIC IMpunoxenme NeNel,2,3, Perucrsp Ha mpepenute ueHu u PerucTsp Ha
MaKCHMaIHUTE NPONaXHY HeHu. KoMECHATA IIpUe KaTo OCHOBATEIIHN JOBOAUTE HA YYACTHHKS H CYHUTA, Y€
TPEIOKCHUETO My II0 IIOCOYCHUTE HOMEHKIATYPH MOXKe Ia 6bie TOMyCHATO [0 OLIEHKA U KIIaCHpaHe.

5.3. KoMucHaTa KOHCTaTHPa, Y€ B LIEHOBOTO NPEINIOKEHHE YIaCTHUKET ,,0APKOJI” AJl, He € HOIBIHMT
xononu 10, 11 u 12 or mpexcrasenoro LlenoBoTo npemnoxenne — Ilpunoxkenme Ne 2 mo OII Ne 14,
HoMmeHknaTypa 347-Hydrogen peroxide solution 30 per cent, 3% 10 ml 1000 ml u mo OII Ne 14,
HoMenknarypa 351- Vaselin 400 g u nHa ocmoBamue wi.54,aim.13 or INNI30I1 m3mcka OT yJacTHHKA
NPEACTaBAHETO HA DPAa3iCHEHHA IO HETONBIHCHUTE KOMOHH ¢ mmcMo Nel3-3-874/21.04.2017r. Coumusar
CBOCBPEMCHHO NPENCTaBM MUCMO C BX. Nel3-3-914/25.04.2017r. ¢ nucMeny passicHenuMs, 4e ce Kacae 3a
METHUKAMEHTH, KOMTO HE Ca perucrpupany B perucrpure Ha Komwcusira no nenure xsM M3 1 3a T4X HiMa
nyOnyKyBaHd I€HH, KOMTO MOTar Ia ce mocodar. Komwcmsara Iipye Karo OCHOBAaTeNHM NOBOIWTE Ha
YYaCTHUKA X CYHTA, 4e MPEeIIOKEHHETO My 10 MOCOYEHHTE HOMEHKIIATYPH MOXKe Ja OB JONYyCHATo OO
OIICHKA W KIIACHPaHE.

5.4. KowmwucuATa KOHCTAaIHpa, Y€ B IICHOBOTO NpPEANOXKEHWE YYacTHMKET ,, I'bPITOBCKA JIMTA
HATIMOHAJIEH ATITEYEH LIEHTBP” AJT ve ¢ momsnrm kosionu 10, 11 u 12 ot npencrasenoro LleroBoTo
npemnoxenne — Ipunoxenne Ne 2 mo OIT Ne 15, Homenkiarypa 358- Acetylsalicylic acid tablet, 100 mg u Ha
ocHoBanue 4i1.54,an.13 ot IINI30I1 u3ucka OT yuacTHMKA NPEACTABSHETO HA Pa3fCHEHMS IO HENONBIHEHUTE
KONOHH ¢ mHeMO Nel3-3-876/21.04.2017r.CeimaT CBOEBPEMEHHO WPEACTABM IHCMO ¢ BX. Nel3-3-
916/25.04.2017r. ¢ mMACMERH DPa3fICHEHHA, Y€ Ce Kacae 3a JEKapCTBEH NPOAYKT, KOWTO € perMcTphpad 6e3
pelenTa ¢ MaKCMMAIHO TpoaxHa eHa 3,38 fB. mybnukyeaHa B PervcTspa Ha MaKCUMATHUTE IMPORAKHHA LSRN
B HIIIIP. Komucuara mpue pasaCHEHHATa HA yJacTHHKA W CUWTE, Ye TPEINOKEHMETO MY [0 HOCOYCHATA
HOMEHKJIaTypa MoxKe Jja O'b/ie AOIyCHATO O OLHKA U KIaCHpPaHe.

5.5. B3 0CHOBa Ha M3BBPIICHUTE ASHHOCTH, KOMICHATA JONYCHA 0 yaacTre odeprpaHuTe OT yIaCTHHILUTE
060co6eHr MO3MLMK ¥ HOMEHKJIATYPH , OTFOBapsIIY Ha M3UCKBAHUATA HA JOKyMEHTANUATA BB (asara 1o
OLEHsIBAHE U KJIaCHpaHe, KakTo CleBa:



1. ,CO®APMA TPEMJIHHI” AXl ¢ m3Ki0YeHHe HA oTCTpaHeHuTe HOMeHKJaTypu NeNe 38, 92,

109,202,250,306 n 345;

2. ,®bOHUKC ®APMA“ EOO/JI ¢ uskioyenne Ha OTCTPaHeHHTe HOMEHKIaTypn NeNe24,68,93,99,

197,198,206,255,264,267,268, 288,299 u 310;

3. ,BYJIMAP MJI” OO0

4. ,,APKOJI” A/l ¢ n3K1109eHne HA OTCTPaHeHATa HoMeHKIaTypa Ne 32,33 u 355;
5. , MEJEKC” OO/] ¢ n3xiiio4eHte Ha 0TCTPaHEeHATa HOMEHKIATYPa N2 65;

6. ET ,JIBH”

7. »COJOMEZR” OO0,

8. ,ThbPT'OBCKA JINT'A HATTMOHAJIEH ATITEYEH TEHTBHP” AJ{

IIpu m3BBpIIBAHE Ha OICHABAHETO KOMHCHATA KOHCTATHpa, Y€ 4acT OT O(EpUpaHUTe IEHH 34 OTOCIHA
TeKapCTBEHM IPOAYKTH ca ¢ 20 % ro-GaronpuaATHH OT CpefHaTa CTOMHOCT Ha OCTAHAINMTE YYACTHHUIIATE,
TOpajil KOETO ¢ MICMa, IOMINCAHH OT MPEACEAATEN Ha KOMUCHATA € W3UCKAHO MPEACTaBAHETO Ha IHCMEHa
obocHopka 1o pefa Ha wi.72, an.l or 30Il B Cpok OT IET OHM OT MONYYABAHETO M OT YYACTHHLHUTE :
»Copapma Tpeiignar” OO0/, ,,®ronuxc ®apma” EOOJ, ,BYJIMAP MNI” OO[, ,,®apxoa” Al ,
sMeaexc” 00J , ,,COIOMEX”EOOJ 1 ,Toproecka Jura — Hauuonajen anteden mentbp”AJl,
ImcMara ca u3NpareHd Ha YYaCTHAOWTE 1O TNOCOYEHMS B HOKyMEHTaIusATa WM (akc M € MONYYSHO
aBTOMAaTUYHO TeHEPHPaHO CHOOINEeHHe, MOTBBPKIABAINO HoNydaBanero uM Ha 28.04.2017 r.

B ompenenenma cpok Odxa IpelCcIaBeHH NHCMEHH OGOCHOBKH, CHABDKAINM MOTHBM H4 LIEHOBHTE
NpefioXeHus oT ydacTHunmre: ,,Codapma Tpelimmur® A ¢ mucmo Bx. Ne 13-3-969/02.05.2017 r.,
»®bonuke ®apma” EOOJ ¢ micmo Bx.Ne 13-3-968/02.05.2017 r. , ,, BYJIMAP MJI” OO/ ¢ mrcmo Bx.Ne
13-3-967/02.05.2017 1, ,Menexc” OO/ ¢ nucmo Bx.Ne 13-3-957/28.04.2017 r., ,Conomen” EOOH c
mcMo Bx. Ne 13-3-965/02.05.2017 1. m 4, Tuproeeka Jinra HAIT® AJ ¢ nmcmo Bx. Ne 13-3-973/02.05.2017
I. 1 ,,@aproa’ AJl ¢ nmcmo Bx. Ne 13-3-978/04.05.2017t.

Komwmcmsata npre, 9 € HAIHIE 3aKOHOBOTO OCHOBaHHUE 1o Wi.72, an.2, T.2 ot 30I1, nopamyu KoeTo
mpue MNpefcTaBeHHTe 00OCHOBKM Ha MOCOYEHWTE IMO-TOPE YYACTHHIM, C U3KIIOYEHUE Ha 0OOCHOBKATa Ha
»PpoauKe ®apma” EOO/ 32 Homenkaarypa 309- Desloratadine Film coated tablet, 5 mg nHa ocHoBanme
4172, an.3 3011

VLKoMucusra KOHCTaTHPE, 49€ 32 4acT OT HOMEHKJIATYPHTE Ca KIACHPAHW TOBEYE YYACTHHIUTE C
eHaKBa NpeAsokeHa obma neHa 6e3 JJIC, nmopany KoeTo ONpemensHeTo Ha M3IbIHKTell Ha 0OmecTBEHATA
HOpBYKa U KITAaCUPaHETO Ha yYaCTHULHTE Ce W3BBPLIM upe3 xpebuil mo pema Ha wn58,an.3 ot IMI30I1 3a
CIIEHUTE HOMEHKIIATYPH:

Ob6ocobena nozuuusa Ne3, C CbpaedHo-chI0Ba CHCTEMA.
3a HOMeHKyatypa Ne 112- Isosorbide mononitrate Prolonged-release capsule, hard 40mg-- ,,CODAPMA
TPEMJIMHT™ Al u ,,®b0HHKC ®apma EOOL

3a HoMmenkmarypa Ne 127- Furosemidum amp.10mg/ml 2ml,mg- CO®PAPMA TPEUIUHI™” AJ]
. I'pproeeka Jlura HAIT“ AT

Odocobena nosunus Ne6, H XopMmonasHu npenapaTi 5a CHCTEMHO HpHJIOKeHue.
3a HoMeHKIaTypa Ne 207 - Dexamethasone Tablet 0,5 mg. - ,,COOAPMA TPEUIVHI™ AJl u ,,®s0HMKC
®apma EOOJL

3a Homenknarypa Ne 211 - Levothyroxin sodium tabl.100 mcg - ,,CO®APMA TPEUJIMHI™ AJl u
,»PBoHUKC @apma EOO/]

OGocobena nosnunﬂ Nel0, R /Inmxareina cucrema.
3a HoMeHKIarypa Ne 307- Dimenhydrinate Tablet, 50 mg - ,,CO(DAPMA TPEUIUHI™ Alu ,,®APKOJI“

ALl

O0cco6ena nosuuusa Nell, S CensopHHu opraHuy.
3a gomerknarypa Ne 330 — Timololi coll 0.5%— ,,COOAPMA TPEI/I,ZII/IHF AJl v ,,®poruxc Qapma EOO/JL



C mucMa, HOAMHMCAHH OT MpeAcefarelis Ha KOMHCHSTA W usnparenu Ha 04.05.2017 r. yuacrHumimTe:
,,CODAPMA TPEWJMHI™ Al , ,,Oponnkc ®apma EQOJL, ,,Tsproscka Jlura HAIT® AJl u ,,OAPKOJI*
AJl, cayBemoMeHH 3a IIpoBekIaHe Ha IyOmmgen skpebuit Ha 10.05.2017 1. ot 09:00 4. B 3acenarenuara 3ana
Ha YeTBBPTH €TaX B crpajara Ha Haiwonanna Muoronpodmnaa Tpascnopraa bonauna ,.Iap Bopuc 1117,

Ha macpodenoro mybmmano 3acemanne Ha 10.05.2017 r. ot 09:00 4. Be ce ABMXa NPEACTABUTENY Ha
TOCOYEHHTE y4acTHUIM. VIMeHaTa Ha ydacTHUIWTE U OQepHpaHuTe OT TAX JIEKAPCTBEHH MPOJYKTH IO
CHOTBETHATa HOMEHKIIATYpa 0sXa II0CTABEHH B OT/EIHHU 3aIleYaTaHyl IIMKOBE, OT KOUTO B IPHCHCTBHETO
Ha 4YNICHOBE Ha KOMMCHATa OfXa M3TEINICHH MMEHATa 3a OIpeNelsiHe Ha M3mbiHuTen. OmpefensHero Ha
M3MBIHUTEN 4pe3 Kpebuil ce yNOCTOBEpM C MOAMMCHUTE HA TPUMA OT WICHOBETE Ha KOMHCHSTA BBPXY
HaVMEHOBAHMCTO Ha YYaCTHHKA ¥ odepHpaHaTa HOMEHKIATYPa 0 ChOTBETHATA O3HITHA.

‘B usnniHenune Ha I0COYCHATA POLEAYPa 3a U3IIBIHUTENN GIXa ONpeNeeHy CleHATE YIaCTHILIA:
3a Obocobena nmosunus Ne3, C Crpaeuno-chaoBa cHCTEMAa.
3a HomeHwnarypa Ne 112- Isosorbide mononitrate Prolonged-release capsule, hard 40mg-,,CODAPMA
TPEUJIVHI™ AJ]
3a HoMerkinarypa Ne 127- Furosemidum amp.10mg/ml 2ml,mg- ,,CO®GAPMA TPENJIVHI™ Al

3a Obocodena no3numst Ne6, H Xopmonaum npenapati 3a CHCTEMHO OpHJIOXKeHHe.
3a HoMenknarypa Ne 207 - Dexamethasone Tablet 0,5 mg. - ,,CODAPMA TPEWIAHI™ AJ]
3a HomeHkyaTypa Ne 211 - Levothyroxin sodium tabl. 100 mcg -,,®s0nuKc ®apma EOOJ]

3a O6ocoGena nozunnsa Nel0, R /Imxarenna cucrema. .
33 HoMenknatypa Ne 307- Dimenhydrinate Tablet, 50 mg — ,,CO@APMA TPEMJIMHI™ AJ1

3a O0ocolGena mo3nums Nell, S Cenzopuu opranu.
3a HoMmerknaTypa Ne 330 — Timololi coll 0.5%—,,®poumkc ®apma EOO]]

KomucusaTa npueMa eTMHOIYIIHO CPaBHHTENHA Tabiulg, chabpkama I{eHoBUTe TIpeaioKeHns Ha
yJacTHUiTe [0 0060co0eHH TMO3MIMK ¥ HOMEHKIATYPH M KIACHPaHETO Ha O(epHpaHHTe JEKapCTBEHH
TPOAYKTH , TOAPOOHO omucanu B Ipuinoxkenvie 1 kM Ilporokon 3 ot 11.05.2017r.

[anocTHara paGoTaTa Ha KOMHCHITA € OTpaseHa B Ipotokomu Nel Max.Nel3-3-622 /15.03.2017r., Ne
2/Nel13-3-788/07.04.2017r. m Ne 3 /Nel3-3- £L26 /11.05.2017 I. ¥ IPANOXKEHMATA KM THX, KOUTO Ce
TPHITAraT KbM HACTOSLIUS JOKIIAS .

Komucusira, onpenenena fia pasriesa, OLeHN U KJIacupa odepTuTe 3a IPOBEKAARE HA OTKPATA IPOLEAYPa
¢ mpexmer: “JlocTaBka Ha JNekapcTBa, mo 15 o6oco0enw mosvumy 3a HyxauTe Ha Hanwonamba
Muoronpodunsa Tpancniopraa Bomuuna ,,Ilap Bopuclil”, npennara:

- 33 M3IBJIHWTENH Ha OONIECTBEHATa HOPHUKa KIIACHPAHWTE Ha IIBPBO MACTO YYACTHHI, CHIIACHO
cpasHuTenHa Tabnuna Iprnoxenuel xeM [Iporokon 3 or 11.05.2017T.

-npouernypara aa 6/ pekpareHa 3a HoMenktarypu: NeNe 19,87,173,225,227,302,312,340 na
ocHoBanue 4i.110,a5.1,1.1- HAMa omaaeHy odepTH.

- Iporiefiypara ja 6bjie NpekpaTeHa 3a HOMeHKIaTypu: Ne Ne24,68,93 Ha ocHoBadme wi.110, an.1,
T.2.-BCHYKH OEPTHTE 32 yUacTHe He OTTOBAPAT HA YCIOBHATA 32 IIPEJICTABSHE.

HpPlJIODKeHHC' Hpotoxon Nel ot 15.03.2017r.
ITporokon Ne 2 or 07.04.2017r. u anJonceHm[Ta KBM HETO

ITporokon N{Tl&(ﬁ 201711 TPUJIOKEHUSATA KbM HETO.
: heseeseeno/ Harama INemesa-Vupasuren ,, Bonnuana anrexa’/
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