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Ha OTKpUTa Ipoieaypa no pena Ha 3011 ¢ npenmer:

“JlocTaBKa Ha JEeKapcTBa, 1o 15 ofocobenn moswnumy 3a Byxaute Aa Hamponansa MHoronpodunaa
Tparcnopraa bonnua ,llap bopuc I1I”

1. Ha 12.04.2017 ron. B AIMUHMCTPaTMBHATA Crpaja Ha Gonuuiara , etax 1V, 3ama Ne 2 ce cubpa
KOMUCHSTA, Ha3HadeHa ¢be 3amosen Ne 20/28.02.2017r. Ha n-p Paiiko Ligerkos-/lupextop Ha Hanponanxaa
Mpmuoronpodunsa Tpancnopraa bomawua ,JIlap bopuc III” 3a mpoBexzane Ha OTKpWTa IpOLEAypa 3a
BE3Jarade Ha oOIIEeCTBEHa HOphuUka ¢ npeamer: ,Jlocraska Ha nekapcTea, 1o 15 o6ocobenu mosunum 3a
Hyxaure Ha Harmonamsa Muoronpodunna Tpancnopraa bonmumna ,,llap bopuc 1I1” , B ¢cscTaB:

OPEACEJNATEJI - Harama Iemea - Yopasuren GoHIYHA anTexa.

YJEHOBE:.

1.Camyuin AceHoB - IIpaBocriocoGeH IOPHCT.

2.Jlatmrka Backopa - Hauamnyk HanpasieHue Ha ,,O0MeCTBEHN TOPHIKA”.
3. Usenuna Iperxosa - Excriept B Hanpasienue ,,O0MecTBeHN HOPBUKH”.
4, Ilennita Meuesa - CueroBoguren B otaen ,,CuetoBoacTBO U TP3”

u TipoBeze My6nuuHO 3acenanue Ha 12.04.2017 r. B 10.00 uaca B 3acejaresnHara 3ajia B Crpajara Ha
GonHMIATa 32 OTBAapAHE Ha LEHOBHTE O(epTH Ha JONMYCHATHTE A0 YYacTHe B OTKpHTa MpoLEAypa 3a
Bh3jiaraHe Ha OOINECTBEHA IOPBHYKA C TPEAMET ,JlocTaBka Ha JeKapcIBa, Ho 15 060coGeHH MO3MIUH 3a
Hyxaure Ha Hanwomansa Muoronpodminaa TpchnopTHa‘ Bonuuia ,llap Bopuc III, OIOBECTEHO Ha
07.04.2017 r. Ha UHTEPHET CTPAHUIATA HA BE3JI0KUTENA B CBOTBETCTBHUE C WiI. ¢ wiI.57 an.3 ot IHI3OIL.

Tlopagy non3BaHeTO Ha IATCH OTHYCK Ha WiieH Ha kKoMucHsaTa Paitna HlapankoBa B 3aceaHusTa yJacTHe B3e
pesepeHua uneH [lenuna Medepa - CaeroBojuten B oraen ,,CueroBozcreo U TP3”, cwriiacHo 3amoBen Ne - -
20/28.02.2017r 1 nopnuca Aeknapanys Ha ocHoBanme wi.103,an.2 ot 3011 .

Ha 3acenanuero He MPUCHCTBAXA NMPCACTABUTCIIN Ha YYaCTHUIIATC M OPYIY BbHINHY JIMIIA.

Komucusata OTBOpH TUTHKOBETE C LIEHOBHTE TIpEIUIOKEHHsA MO pefia Ha IojaBaHero Ha odeprure. Bsaxa
OTIOBECTEHH IIEHUTE HA YYACTHHIMTE T0 000co0eHNTe TO3NLINK ¥ HOMEHKJIATYPH, ¢ W3KIOYEHHE HA OTCTPAaHEHUTE
OT y4acTHie TEXHUIEeCKH TIPEIIOKeHNs 32 OTIpeielicH HOMEHKIATypH, TTonpoGHo onmcand B IIporoxkos Ne 2

TpI/IMa OT YIICHOBCTC HAa KOMUCHATa MOANMCAXa MICHOBHUTC IPEMIIOKCHUA HA MAOIYCHATHTC YYaCTHHIIN.
Kowmmucusara KOHCTarupa, 4€ BCUYKHY LICHOBY NPCIOKCHNA Ca HPEACTAaBCHH 1 HA MarHATEH HOCUTEIT.

B mepuopa ot 12.04.2017 r. mo 11.05.2017 r. KOMuCHATA TPOBEOE 34KPUTH 3aCelAHMS 33 OLEHHBAHE H
KJIacupaHe Ha IONyCHATHWTE O y4acTHe B IIPOIIEAypaTa IEHOBH TIPEIUIOKEHMS 10 ONPSHENICHHS OT BB3IOKUTEIT
Kpurepuii 3a Bb3maraHe — Hail — Hucka nena. OLEHSBAHETO M KJJACHPaHETO Ha LIEHOBUTE odepTH Ha
YYaCTHUIIMTE CE M3BBLPIIM BB3 OCHOBA Ha o(epupaHara eIMHWYHA I[eHA 3a eguHHUYHa Msapka 6e3 JJIC u
obmara CTOHHOCT Ha ChOTBEeTHaTa HoMeHKiarypa 0e3 JIJIC 3a chOTBETHHS BHI JIEKAPCTBEH MPOAYKT IO
Ha4yMHa HOCOYEH B JOKYMEHTALMATA 38 YUacTHe.

B nenopoTo npenaoxenye Ha yaacrauka ,,Codapma Tpeaunar” KoMucusiTa KOHCTATHPA:



- 3a OII Ne 2 ,nomenkiIaTypa -92 Loperamide Capsules, 2 mg, y9aCTHUKBT € TIOCOYMII B KOJoHa 12 7
Ennena 6e3s JJIC /3a Gpoii: TabmeTka, amm., ¢IakoH, caile, Cymo3., IDlacTp H JAp./ oOr
TlosuTuBHMs nexapcTBeH cnucbk O6e3 BKILJJIC” B pasmep Ha 0,4590 nB., a mpemroxkeHaTa
en.nena 6e3 JJJIC /3a Gpoii: Tabnerka, aMi., GnakoH, camme, Cymo3., INIACTHP M Jp. IOCoYeHa B
konona 13 e B pa3mep Ha 0,4717 nB. Ilpennoxenara euaNYHa IIeHA OT YYaCTHHKA € IO — BUCOKA
OT HOPMATHBHO YTBEPJIEHATA IIpE/CiIHA LICHA 33 ThProBeL Ha eipo B KojoHa 11.

Komucusita ycTaHOBH, Y€ YYaCTHHMKBT He € mombjiHwI komoHu 10, 11 w12 or mpenactaBeHOTO
IlenoBoTo npeanoxenue — [punoxenne Ne 2 mo OIL Ne 3, nomenximarypa 109 - Glyceryl trinitrate
Solution for infusion 1 mg/ml - 50 mlmg, mo OIT Ne 4, Homenkiaarypa 191- Zinc oxide Ointment,
10% - 18 g, mo OII Ne 14, nomenkaarypa 347-Hydrogen peroxide solution 30 per cent, 3% 10 ml
1000 ml u ma ocHoBanue wi.54,am.13 ot ITII30I1 u3ucka OT y4acTHHKA PEACTABIHETO HA PA3SCHEHHS
[0 HEMOIBJIHEHUTE KOJOHM € MUcMO ¢ m3X. Nel3-3-873/21.04.2017r. CriupaT CBOEBPEMEHHO
TpeACTaBu MUACMO ¢ BX. Ne13-3-917/25.04.2017r. ¢ nucMeHn pa3scHEHHS, 4e 32 HOMEHKIIatypu 191 u
347 ce xacae 3a MEAWKaMEHTH, 3a KOHWTO HE CE€ M3WCKBA L[EHA 32 THPrOBEll Ha €ApO. YYAaCTHHUKBT €
TOCOYMI , 4e 3a HOMeHKJaTypa 109 e jomycHail TexHHWYeCKa Tpelika U ce OTKa3Ba OT LIEHOBOTO
MpeI0KEHHE.

Komucudara npennara Ha BB3JIOKHTENA, Y4acTHUKBT ,,Codapma Tpeimmuar” AJl, na Gwae
OTCTpaHEH Ha eTal oOleHKa M KijacupaHe Ha LeHoBata odepTa 3a HoOMeHKJaTypa 92 m
pomenkyatypa 109 nHa ocHoBanme 4107, am2, OykBa ,,a” or 30Il u BBB BpB3Ka C paszmen
PA3JIEJI V1, 1.5 ,,A3nckBaHusa KbM HOATOTOBKATA HA IIEHOBOTO IIPE/UIOKECHHES” .

B HEHOBOTO HPCUIOKCHUC HA YIACTHHKA ,,ByJIMAP MJI” 00112 Komucusara KOHCTAaTHPA:
Komucusita ycTaHOBH, Y€ YYAaCTHHKBT He € MONBIHMA KonoHd 10, 11 m 12 or npeactaBeHOTO

Ienooto npennoxenue — Ipunoxenue Ne 2 mo OIT Ne 4, Homenxaatypa 191- Zinc oxide Ointment,
10% - 18 g, mo OII Ne 14, nomenkaatypa 347-Hydrogen peroxide solution 30 per cent, 3% 10 ml
1000 ml, mo OIl Ne 14, momenxaarypa 350- Paraffin, liquid, 1000ml u mo OII Ne 14,
HomeHkjaaTypa 351- Vaselin 400 g u Ha ocHoBaHue un.54,an.13 ot ITI3O0II u3mcka OT yyacTHHKA
MPEeACTaBSIHETO Ha PA3sACHEHUS 110 HEIIONBIHEHUTE KOJIOHH ¢ mucMo Nel3-3-875/21.04.2017r. CrinusT
CBOEBPEMEHHO MpPEACTaBH MUCMO ¢ BX. Nel3-3-918/25.04.2017r., u3npareHo MO €XEKTPOHEH HbBT C
IMCMEHHU Pa3sCHEHUs, y¢ HoMeHKIaTypu 191, 347 u 351 He npeacTaBisaBaT JEKapCTBEHH MPOLYKTH ,
a ca KO3METWYHHM MPONYKTH U 3a TAX He ce u3ucksa Brucrane B ILJIC , mpuiokeHuaTa KbM TIX M
OCTaHanuTe peructpu u npuioxenus keM 3JIIIXM. 3a HomeHknarypa 350 e mOCOYEHO, 4e € IPOAYKT,
3a KOWTO HsMa u3KckBaHe 3a BrnucBaHe B I1JIC ITpunoxenne NeNel,2,3, Peructsp Ha mpeennTe HeHH |
PerncTep Ha MakCHMalHUTE NpOJaXKHM IeHW. KoMmHcHATa mpHe KaTo OCHOBATEIHH JOBOAUTE Ha
Y4acTHHKA U CUWTA, Y€ IPEJIOKEHUETO MYy IO IOCOUYESHUTE HOMEHKIIATYpH MOXe ja 6B/1e JOMyCHATO
JI0 OLIeHKa 1 KJIaCUPaHe. ‘

B 11¢HOBOTO NipefioKenne Ha yyacTuuka ., DAPKOJI” Komucnsita KOHCTATHPA:

Komucuara yctaHoBH, Y€ Y4YaCTHMKBT He € mombiHua kojonu 10, 11 m 12 or mpeacraBeHOTO
IlenoBoto npeanoxenue — [punoxenne Ne 2 mo OIT Ne 14, nomenkaarypa 347-Hydrogen peroxide
solution 30 per cent, 3% 10 ml 1000 ml u mo OII Ne 14, HomenxaaTtypa 351- Vaselin 400 g u Ha
ocHoBanMe ui.54,an.13 or INI3OIl m3ucka OT y4YacTHHKA NPENCTABIHETO Ha pa3siCHEHHS IO
HETIOITBJIHEHUTE KOJIOHH ¢ mucMo Nel3-3-874/21.04.2017r. Coupmar CBOSBPEMEHHO NPEACTaBH HHCMO
¢ BX. Nel3-3-914/25.04.2017r. ¢ nmuCMEHHU pa3dICHEHNS, Y€ C€ Kacae 3a MEeAUKaMEHTH, KOHTO HE ca
perucTpupalu B peructpure Ha Komucuara 1o nesute KM M3 u 3a TIX HAMa MyOIHKYBaHU NEHH,
KOHWTO MOTaT Jia ce nocoyaT. Komucusra nmpue KaTo OCHOBAaTEeIIHM JOBOJAMTE Ha YUaCTHHAKA U CUUTA, Y€
NPEATI0KEHUETO My 110 MOCOYECHUTE HOMEHKIIATYPU MOXKe ia ObJie JOIyCHATO A0 OIEHKA U KJIaCHpaHe.



B nenoporo npeajoxkenne Ha yyacranka . TbPTOBCKA JIMT'A HATITMOHAJIEH ATITEYEH
ITEHTHP” AJI, KoMucHITa KOHCTATHDR;

KomucusTa ycTaHOBH, Y€ YYaCTHMKLT He € MombjHWi KonoHd 10, 11 m 12 oT mpeacraBeHOTO
enoroto npeanoxenue — Ipunoxenue Ne 2 mo OII Ne 15, nomenkinarypa 358- Acetylsalicylic acid
tablet, 100 mg u Ha ocHoBanue wi.54,an.13 ot IHI30I1 u3ucka OT y4acTHHKa HPEACTABAHETO Ha
pa3sCHEHHMsS [0 HETONBIHEHUTE KOJOHM ¢ mucMo Nel3-3-876/21.04.2017r. ChInusaT CBOSBPEMEHHO
npezcTaBy mucMo ¢ BX. Ne13-3-916/25.04.2017r. ¢ nucMeHr pa3siCHeHMs, Y€ Ce Kacae 3a JIEKapCTBEeH
MPOJYKT, KOUTO € perucrpupan 6e3 perenta ¢ MakCUMaHO NpoJaxHa IeHa 3,38 1B. myOimMKyBaHa B
Peructrppa Ha MakcuMaiuute npofaxau nenn B HLITIP. Komucusata npue passcHeHusITa Ha y4aCTHUKA
U CUUTa, Y€ NPEHIOKEHHETO My [0 IOCOUEHAaTa HOMEHKIATypa MoXe J1a Gbie IOIYCHATO JI0 OLCHKA U
KJIaCUpaHe.

Bp3 ocHOBa Ha M3BLPINCHATA IPOBEpPKA KOMHCHATA JOMyCKa O OLEHSBaHEC ¥ KJIacHpaHe
opepupaHuTe OT YJYaCTHHLWTE JIEKAapCTBEHU MPOAYKTH, OTIOBapsilld Ha HW3WCKBAaHWATA HAa
JOKYMEHTaLUATa Ha BB3NIOKUTENS, C U3KIIIOYCHUE HAa OTCTPAHEHUTE NMPEATIOKCHUS 3 H3ITBJIHEHHAE
Ha [OpBYKaTa MOCOYCHU B HPOTOKON Ne 2 ¢ Bx.Nel3-3-788/07.04.2017r. m meHoBata odepta Ha
»Codapma Tpelixuur” AJl 0 NOCOICHUTE HO-TOPE HOMEHKIATYPH, KaKTO ClIe/IBa:

1. ,CO®APMA TPEWJIAHI” AJl ¢ u3Kkiiodenne Ha OTCTPaHeHHTe HOMEHKIaTypH NeNe 38, 92,
109,202,250,306 u 345;
2. ,OBOHHUKC ®APMA* EOOJA ¢ #H3kI0YeHHEe HA OTCTPAHEHHTE HOMEHKJIATYpPH
NeNe24,68,93,99, 197,198,206,255,264,267,268, 288,299 u 310;
3. ,BYJIMAP MJI” OO0
4. ,APKOJI” AJl ¢ u3k110YeHNAE HA OTCTPaHEHHTE HOMEeHKIaTypu Ne 32,33 u 355;
5. 2MEJEKC” OO/l c u3Kxi1109¢HHE HA OTCTPAHEHATAa HOMEHKJIaTypa Ne 65;
6. ET ,,/IBH”
7. »COJJOMED” 00
8. ,THBPT'OBCKA JINT'A HAIIMOHAJIEH AITITEUEH HEHTHP” A/l

HpI/I U3BLPIIBAHC HAa OUCHABAHETO KOMHCHATA KOHCTATHPA, Y€ HacT OT NPCAJIOKCHUTE LIEHH 3a

OTIENHYU JIEKapCTBEHU NPOAYKTH ca ¢ 20 % mo-GnaronpusTHU OT CpefHaTa CTOMHOCT Ha OCTaHAJMTE
YYaCTHHLIUTE, MOpaf¥ KOETO C [HCMa, MOANNCAHU OT MpeAcenarelli Ha KOMHCHATA € H3MCKaHO
MPECTaBAHEeTO HA THCMEHa OOOCHOBKA mo peia Ha w72, an.l ot 3OIl B cpok OT meT AHHM OT
HOJy4aBaHETO M OT ydacTHuumre; ,Codpapma Tpediguar® AJl, ,®nonuxc ®@apma” EOO/,
»BYJIMAP MJI” OO/, ,,®@apxon' AJl, ,Menexc” OO/ , ,,Conomen' EOOJ u ,,Toproscka Jiura
HAI_[“ AI['

IImcmata ca u3NpaTeHd HAa YYaCTHMIUTE MO MOCOYCHHS B JNOKYMEHTaluaATa uM (Gaxkc u e
TIOJIy4€HO aBTOMATHYHO TeHEPUPaHO CHOOIEHKE, MOTRBPKAABRAIIO HOTydaBaneTo uM Ha 28.04.2017 r.

B onpenenenus Cpok ca IpeCTaBeHH NMUCMEHHU OOOCHOBKH, CHABPXKAIM MOTHBH Ha ICHOBUTE
MPeAJIOKEHUs OT YYacTHULHUTE KaKTO CIIE/IBa:

»Menexe” OOJ] ¢ nucmo Bx.Ne 13-3-957/28.04.2017 r. oGocHOBaBa odepupaHuTe IEHH C OINIE
HAJIM4YUEeTO Ha JBIATOTPaliHM THProBCKM OTHOMICHWS M IPEJOCTABCHUTE MY ONArONPHITHH THPTrOBCKH

YCTIOBHS OT MPOU3BOUTENNTE 34 clleAHNTe 060CO6SHN HO3MIMA H HOMEHKJIATYPH:
O6o0coGena nosunusa Nel, HoMeHKIaTYypH:
Ne2 - Omeprazole solution for infusion, 40 mg

O6ocobena no3umus Ne7, HOMeHKIATYpH:
Ne229 - Azithromycin Film coated tablet, 500, mg
Ne245 - Fluconazole Solution for injection 2 mg/ml - 100 ml,mg

O6ocobena no3unusa Ne9,HoMeHKIATYpH:
Ne273 - Lidocain Solution for injection 10 mg/ml-10 ml,mg
Ne280 - Metamizole sodium Solution for injection 500 mg/ml- 2 ml



O6ocobena no3umus Nel(),Homenkjiarypn:
Ne306 - Ambroxol Syrup, 30 mg/5 ml-150 ml.

Komucuara nmpueMa, 9e € HalWIE 3aKOHOBOTO OCHOBaHME IO 472, anm.2, T.2 ot 30I1, nopagm KoeTo
npueMa IpeAcTaBeHaTa 000CHOBKA 3a IIOCOUSHUTE HO-TOPE JISKApCTBEHY MPONYKTH.

"Conomen'" EOOJ ¢ macmo Bx. Ne 13-3-965/02.05.2017 r. o6ocHOBaBa odepHpaHHUTE LEHH CBHC
Cra3BaHe M3MUCKBaHUATA 3a leHooOpasyBaHe mocouyeHM B wi9, an.l or Hapembata 3a ycnoBudra,
npaBUiiaTa ¥ peja 3a peryirpaHe Ha HEHUTE Ha JIEKapCTBEHUTE NpoayKTH, B cuia ot 30.04.2013r. npueta
¢ IIMC Ne 97 na noppukara 3a cieaHara 060cobeHa NO3MIHs 1 HOMEHKIIATYPH:

O6ocobena no3unus Ne2, HOMEeHKIATYpH:
Ne89 - Water for injection Iniectabilia solvent for parenteral use 10 ml
Ne97 - Sodium chloride Solution for injection, 9 mg/ml - 10 ml.

Komucmata nprema, Y€ € HAIMIE 3aKOHOBOTO OCHOBaHWE o wi.72, an2, T.2 ot 3011, mopagu xoero
npreMa TIpefcTaBeHaTa 060CHOBKA 3a [IOCOYEHHUTE [I0-Tope IEKAPCTBEHH TPOLYKTHL

+BYJIMAP MJI” OO/ c mucmo Bx.Ne 13-3-967/02.05.2017 r. o6ocHopaBa odepupanara IeHa C
M3M0JI3BAHETO HA HOBH TEXHOJIOIMH Ha IPOM3BOMTENS, KOETO HaMalIBa POM3BOACTBEHATA CeBEeCTOMHOCT
Ha TIpelJlaraHuTe MEAMIWHCKH MPOAYKTH. YUaCTHUKBT € IBITrOrOAMINeH JUCTpuOyTOp 3a Bhirapus u
KaTo TaKbB Ce IIOJN3Ba C TOJEMH OTCTHIKH OT 3aBOJCKHTE ILIEHH 3a ciegHarta 000CoOeHa MO3WIMA H
HOMEHKJIaTypa:

O60coGena no3unus Ne7,HoMeHKIaTypH:
Ne199 - Povidone- iodine Ointment 10% -90 g

KomucusaTa npuema, 4e € Halule 3aKOHOBOTO OCHOBaHMe 1o wi.72, an.2, 1.2 ot 30II, mopamu
KOETO IIpUeMa IIpeicTaBeHaTa 0OOCHOBKA 3a IOCOUCHHUTE IO-TOPE JIEKAPCTBEHH MPOLYKTH.

»®boauke Papma” EOOJ ¢ oucmo Bx.Ne 13-3-968/02.05.2017 r. obocHOBaBa odepupaHure
I[EHH C OrJie]] HATUYUETO Ha ABITOTPaliHU THPrOBCKY OTHOLICHUS U NPEJOCTABCHUTE My OIarolpHsTHH
TBPTOBCKY YCIIOBUS OT MPOU3BOAUTEINTE HAa NEKAPCTBEHH NPOAYKTH 32 CISAHUTE 000COOEHH MO3UIMHT U
HOMEHKJIATYpH:

O6ocobena nozunus Nel,HomMeHKIaTYpH: -

Ne5- Pantoprazole tabl 20 mg

Ne41 - Potassium chloride Solution for injection 150 mg/ml - 10 ml,mg

O60cobena no3unus Ne2,HoMeHKIATYypH:

Ne60 - Clopidogrel Film coated tablet 75 mg

No75- Electrolytes Solution for infusion 500 m1

Ne89 - Water for injection Iniectabilia solvent for parenteral use 10 mi
Ne97 - Sodium chloride Solution for injection, 9 mg/ml - 10 ml.

0O6ocobena nozumus Ne3,HOMEHKJIATYpH:
Ne123 - Indapamide Prolonged-release tablet, 1.5, mg.
No134 - Troxerutin gel, 2% 40 g

Ne140 - Metoprolol tabl 50mg

Ne142 - Bisoprolol film coated tablet 10mg
Ne143 - Bisoprolol film coated tablet 5mg
Ne144 - Nebivolol tablet 5mg

No148 - Lercanidipine tabl.10 mg.

Nel56 - Ramipril tablet Smg.

Nel57 - Ramipril tablet 10 mg.

Nel65 - Lisinopril tablet, 10, mg

Ne168 - Fosinopril tablet 20 mg



No172 - Enalapril/ hydrochlorothiazide tabl 20 mg/12,5 mg
No186 - Atorvastatin film coated tablet 20 mg

O60coGena no3unusg Ne7,HoMeHKIATYpH:
Ne229 - Azithromycin Film coated tablet, 500, mg
Ne243 - Vancomycin Powder for solution for infusion 1g, mg

O6ocobena nozunus Ne9,HoMenKIaTYypH:
Ne280 - Metamizole sodium Solution for injection 500 mg/ml- 2 ml

06ocobena mozunus Nel0,nomenkiaarypn:
Ne311 - Levoceterizine Film coated tablet, 5 mg

O60ocoGena nosunusa Nell,HoMeHKIATYpH:
Ne321 - Tobramyecin, Dexamethasone 3 mg/1 mg/ml eye drops suspension 5, ml

O6ocobena noznunsa NelS,HomeHKNaTypn:
Ne359 - Ramipril Tablet Smg

B csmoto mucMo ¢ BX. Nel3-3-968/02.05.2017r. ,yuacTHMKET CBOEBPEMEHHO € IOCOYMI, Y€ 3a
Homenkaatypa 309- Desloratadine Film coated tablet, 5 mg e nomycHanm TeXHHYecka IDEINKa H He
HOTBBPIKJaBa NPEIJI0KEHATa IeHa 0T IEHOBOTO Npemnoxenue. KomucusaTa npemnara Ha BB3I0KHATEIIS Ha
ocHoBanMe 4172, aa.3 30II npencraBeHara neHoBa odepra MO MocodyeHaTa HEMEHKIATYpa [a
OBje oTCTpaHeHa OT eTall OlieHKa U KIacupaHe.

Komucusata npueMa, 4e € Halulle 3aKOHOBOTO OCHOBaHWe 110 9wi.72, am.2, 1.2 or 30II, mopagu Koero
mpHeMa INpelcTaBeHara 0D0CHOBKA 32 IIOCOUSHHUTE I0-IOpe JIEKAPCTBEHH MPOLYKTH.

»Coapma Tpelimaar® AJl ¢ macmo Bx. Ne 13-3-969/02.05.2017 r. o6ocHoBaBa oeprpaHuTe HEeHH
¢ OOCTOATENCTBOTO, Y€ CHIIUTE ca (JOPMHUpAHH B CHOTBETCTBHE C HALMOHAJIHHTE pETyIaTHBHU
MexaHm3Mu cernacHo HapenGara, nipuera ¢ [IMC Ne 340 ot 14.012.2011 r. ¥ ciea Karo ca B3eTH LOX
BHHMAaHHE TBPIOBCKHMTE YCIOBMA Ha CKIIOYEHWTE [OTOBOPH C MNPOM3BOJWTEAM H JAOCTABYMI,
IOBIATOTOAMIIHMTE TBHPrOBCKM OTHOLICHMS C HPOU3BOMUTENHTE M TPEAOCTABEHHTE OT TAX
npedepeHIMaIEY HEHM Ha YYaCTHUKA KATO TEXEH OCHOBEH AUCTPUOYTOp U pealu3upanuTe 000pOTH 3a
cnepHuTe 000cOOEHN O3UIMH M HOMEHKJIATY PH:

OGocobena moznnns Ne2,HOMEHKJIATYPH:

Ne60 - Clopidogrel Film coated tablet 75 mg

Ne75- Electrolytes Solution for infusion 500 ml

Ne77 - Sodium chloride ,Solution for infusion, 0,9% - 500 ml,macTMacoBa OTTaKOBKa
Ne79 - Sodium chloride , 0,9%, Solution for infusion, 250, ml - macTMacoBa ONaKoBKa

Obocobena no3unus Ne3,HoMeHKIATypH:
Ne120 - Doxazosin tabl.4 mg.

No128 - Furosemide tablet 40 mg

Ne134 - Troxerutin gel, 2% 40 g

Ne142 - Bisoprolol film coated tablet 10mg
Ne146 - Carvedilol tabl. 6,25 mg.

No147 - Carvedilol tabl. 12,5 mg,

Nel49 - Amlodipine tabl 5mg

Nel53 - Verapamil Coated tablet 80 mg

Nel81 - Losartan, Hydrochlorithiazide tablet 50 mg/ 12,5 mg
Ne186 - Atorvastatin film coated tablet 20 mg



O6ocobena mo3unus Ne7,HOMeHKIATYPH:
Ne216 - Ceftazidime Powder for solution for injection/infusion 1000 mg
Ne245 - Fluconazole Solution for injection 2 mg/ml - 100 ml,mg

O60cobena no3uuus Ne9,HoMeHKIATYpH:
No297 - Betahistine Tablet, 16 mg

0O6ocoGena nosunus Nell, nomeHKaaTypn:
Ne337 - Latanoprost , Eye drops, solution, 50 mcg/ml - 2,5 ml, mcg

Komucusara npuema, 4e € HajaHlie 3aKOHOBOTO OCHOBaHMe 110 wi.72, an.2, 1.2 ot 30II, nopamu
KOETO pueMa Ipe/IcTaBeHaTa 000OCHOBKA 3a NOCOYEHUTE IO-TOPE JIEKAapCTBEHHU NMPOIYKTH.

»Ibproeeka Jimra HAIT® Al ¢ nucmo Bx. Ne 13-3-973/02.05.2017 r. obocHOBaBa odepupaHuTe LCHU
C orjie[l ABJITOTOJMIIHATE JOrOBOPHM OTHOIIEHWS ¢ IPOU3BOAMTEI ,,Uaiikadapma BucoxokadecTBeHH
nekapctBa” AJl @ NpefocTaBeHHTE OT HETO THPIOBCKH OTCTBIKM M TpedepeHuyd, KOUTO 00yclaBsaT
oepupaHeTo Ha O-HAUCKU JOCTABHY LICHH 3a CIICHHATE 060c00CH] NO3ULIMKA 1 HOMEHKJIATYpPH:
O6oco6ena no3unus Ne2,HOMeHKJIATYpHU:
Ne97 - Sodium chloride Sotution for injection, 9 mg/ml - 10 ml.

Obocobena nozunusa Ne3,HOMEHKIATYPH:

Ne120 - Doxazosin tabl.4 mg.

No152 - Verapamil Prolonged release tablet 240 mg

No178 - Telmisartan, Hydrochlorothiazide tablet,80 mg/12,5 mg

Komucusita mpreMa, 4e € Haluie 3aKOHOBOTO OCHOBaHHWE 1o um.72, an.2, 1.2 ot 30Il, mopamn xoero
npHeMa IpefcTaBeHara 060CHOBKA 33 IOCOUSHUTE II0-FOpE JIEKaPCTBEHM MPOIYKTH.

s®Paproa” AJl ¢ miacmo Bx.Ne 13-3-978/03.05.2016 1. oGocHoBaBa odepHpaHUTE IEHH C
M3KITFOYUTEHO OaronpUsATHATE THPTOBCKHM YCJIOBHS, KOHTO €a My NPEIOCTABEHH OT HPUTEKATEIUTE HA
paspelneHmsTa 3a ynorpeba Ha NpelaraHUTe JCKapCTBEHM IPOAYKTH W KajKylupaHa MHHAMAHA
HaJLCHKA 3a CIIEAHUTE 000COOCHH MO3MIMK 1 HOMEHKIIATYPH:

O60cobena no3niusa Nel ,HoMeHKIATYpH:
Ne2- Omeprazole solution for infusion, 40 mg
Ne5- Pantoprazole tabl 20 mg
Ne6 - Pantoprazole tabl 40 mg

O6ocoGena no3unus Ne2, HOMeHRIATYpH:

Ne60 - Clopidogrel Film coated tablet 75 mg

Ne75- Electrolytes Solution for infusion 500 ml

No89 - Water for injection Iniectabilia solvent for parenteral use 10 ml
Ne97 - Sodium chloride Solution for injection, 9 mg/m1 - 10 mi.

O60cobena nozunus Ne3,HoMeHKIaTypH:
Nel13 - Trimetazidine Modified release tablet 35 mg
Nel18 - Moxonidine film coated tabl.0,4 mg

Nel19 - Rilmenidine tabl.1 mg

Ne123 - Indapamide Prolonged-release tablet, 1.5, mg.
Ne128 - Furosemide tablet 40 mg

Ne129 - Spironolactone tablet 25 mg



Nel33 - Nicergoline tabl . 10 mg

Ne140 - Metoprolol tabl 50mg

Ne142 - Bisoprolol film coated tablet 10mg

Nel143 - Bisoprolol film coated tablet Smg

Ne144 - Nebivolol tablet 5mg

Ne146 - Carvedilol tabl. 6,25 mg.

Ne147 - Carvedilol tabl. 12,5 mg.

Ne148 - Lercanidipine tabl.10 mg.

Ne149 - Amlodipine tabl 5mg

Nel50 - Felodipine Prolonged release tablet, 5, mg.

Nel55 - Enalapril tabl 10 mg '

Ne156 - Ramipril tablet Smg.

Nel57 - Ramipril tablet 10 mg.

Ne158 - Perindopril tabl 5mg

No159 - Perindopril tabl 10 mg

Ne160 - Perindopril, Amlodipine tabl 5/ 5 mg

Nel61 - Perindopril, Amlodipine tabl 10 / 5 mg

Nel65 - Lisinopril tablet, 10, mg

Nel67 - Fosinopril tablet, 10, mg

Nel168 - Fosinopril tablet 20 mg

Nel69 - Fosinopril, Hydrochlorothiazide tablet 20 mg/12,5 mg
Ne172 - Enalapril/ hydrochlorothiazide tabl 20 mg/12,5 mg
Nel177 - Telmisartan Tablet, 80, mg

Ne178 - Telmisartan, Hydrochlorothiazide tablet,80 mg/12,5 mg
Nel79 - Valsartan Film coated tablet 160 mg

No180 - Losartan Film coated tablet 50 mg.

Ne181- Losartan, Hydrochlorithiazide tablet 50 mg/ 12,5 mg
Ne182 - Valsartan, Hydrochlorothiazide film coated tablet 160mg/12.5mg
Ne183 - Candesartan tablet, 16, mg

Ne186 - Atorvastatin film coated tablet 20 mg

Ne187 - Rosuvastatin film coated tablet, 20, mg

0O60ocobena no3umust Ned, HoMeHKIATYpH:
Ne188 - Fenofibrate Capsule, hard 200 mg
Ne199 - Povidone- iodine Ointment 10% - 90 g

OGocobena no3umus Ne7, HOMEHKIATYPH:
Ne237 - Levofloxacin Film coated tablet 500 mg

0O6ocobena no3unus Ne9,HoMeHKIATYpH:
Ne280 - Metamizole sodium Solution for injection 500 mg/ml- 2 ml
Ne297 - Betahistine Tablet, 16 mg

0OG6ocobena nozunusa NelO,nomenkiaarypn:
Ne305 - Bromhexine Tablet 8 mg,mg
Ne311 - Levoceterizine Film coated tablet, 5 mg

O6ocobena nosunusa Nell,aomeHKnaTypn:
Ne331 - Brinzolamide coll 10 mg/ml
Ne337 - Latanoprost , Eye drops, solution, 50 mcg/ml - 2,5 ml, mcg

060cobena no3unus NelS,noMeHKAATYPH:
Ne358 - Acetylsalicylic acid tablet, 100 mg
Ne359 - Ramipril Tablet Smg



Komucusta mipueMa, 4e € HanWlle 3aK0OHOBOTO OCHOBaHuE 10 wi.72, an.2, 1.2 ot 30Il, nopagu koero
npueMa TPEICTaBeHaTa O00CHOBKA 32 MMOCOYSHUTE I0-ToPe JEKAPCTBEHH DIPOTYKTH.

Komricusita KOHCTATHPA, Y€ 3a YaCT OT HOMEHKJIATYpUTEe ca KIaCHpaHu IOBEYE yJACTHHIIATE C
enHakBa IpemnokeHa obma nesa 6e3 JJIC, mopagu KkoeTo oONpenensHETO Ha M3MBIHUTENl HA
obmiecTBeHaTa OPBYKA ¥ KIACHPAHETO HA YYaCTHHLMTE Clle/iBa Aa ce M3BBPHIN upe3 xpeluil 1o pena
Ha w1.58,an.3 ot [II130I1 3a ciefauTe HOMEHKIIATYpH:

060co6ena noszannsa Ne3, C CepaeuHo-cbAoBa CHCTEMA.
3a HoMmenkarypa Ne 112- Isosorbide mononitrate Prolonged-release capsule, hard 40mg- ,,CO®PAPMA
TPEUIVHI™ A/l 1 ,,ObOHHKC ®apma EOOJ]

3a HoMenkaarypa Ne 127- Furosemidum amp.10mg/ml 2mlmg- CO®APMA TPEMIVHI” AJl u
,» I'pproecka Jiura HAIT* AT

O6ocobena nosunusa Ne6, H XopMoHAJIHM OPeNapaTH 3a CHCTEMHO IMPHJIOKEHHE.

3a HoMenkiuarypa Ne 207 - Dexamethasone Tablet 0,5 mg. - ,,CODAPMA TPEUIUAHI™ AJl 1 ,,0BOHEKC
Oapma EOOL

3a HoMeHKnaTypa Ne 211 - Levothyroxin sodium tabl.100 mcg - ,,CO®APMA TPEVIVHI™ AJl 4 ,,®50HuKC
®apma EOO/]

0O6ocobena no3unusa Nel0, R /Imxartesna cucrema.
3a HoMenkiatypa Ne 307- Dimenhydrinate Tablet, 50 mg - ,,CODAPMA TPEMIVHI™” Al u ,,APKOJI

ALl

O6ocodena nosunusa Nell, S Censzopru opranu.
3a Homenkatypa Ne 330 — Timololi coll 0.5%— ,,CO®APMA TPEWJIUHI™ AJl 1 ,,®so0nuxc ®apma EOO]]

C nmcMma, MOANKCAHH OT NpeAcenarTelis Ha KOMUcHITa U u3npateny Ha 04.05.2017 r. yqacTHUIMTE .
ca yBeIOMEHHM 3a MpOBeXIaHe Ha MyOmdeH xpebuii Ha 10.05.2017 r. ot 09:00 4. B 3acenaTenHara 3ana
Ha YETBBPTH eTax B crpagata Ha HMTD , Ilap Bopuc I11”.

Ha nacpoueroTo ny6im4HO 3acemanne Ha 10.05.2017 r. ot 09:00 4. He ce sBHXa NMPEACTABUTENN HA
HocoueHuTe ydacTHMIM. VIMeHaTa Ha ydacTHHLUTE M OQEPUPAHHAT OT TIX JEKAPCTBEH HPOAYKT IO
CHOTBETHaTa HOMEHKJATypa ca MOCTABEHU B OTAEHH 3ali€YaTaHy INIMKOBE, OT KOMTO B IPHCHCTBUETO HA
YJIEHOBE Ha KOMMCHATA OAXa M3TEIJIEHH IUIMKOBETE 3a Onpefie/isiHe Ha m3mbinuten. OnpeneisHero Ha
M3IbIHATEN 4pe3 XKPeOHid € yOCTOBEPEHO ¢ MOANMCHUTE Ha TPUMA OT WICHOBETE HA KOMHCHATA BHPXY
W3TETNICHUA IUIMK M BBPXY HAaWMEHOBAaHHETO HAa y4acTHHMKa W OQepupaHus JEKapCTBEH MPOAYKT IO
CBOTBETHATA HOMEHKJIATYpa.

B nzneiHEeHne Ha mocodeHaTa npouenypa 3a UsbIHUTCIIA Osxa ONPEACTICHNA CIICTHUTE YIaCTHHUIIN:

3a O6ocoGena no3nmus Ne3, C CrpaeuHo-cba0Ba cucTEMA.
3a HoMeHKnatypa Ne 112- Isosorbide mononitrate Prolonged-release capsule, hard 40mg- ,,CO®APMA

TPEMJIAHT™ AJT .

3a HoMeHKIarypa Ne 127- Furosemidum amp.10mg/ml 2ml,mg- ,,CO®PAPMA TPEAIIHI™ ALl



3a O6ocotena mozunusa Ne6, H Xopmonaanu nipenapartu 3a CHCTEMHO HPHJIOKEHHUE.
3a HoMeHKJarypa Ne 207 - Dexamethasone Tablet 0,5 mg. - ,,CO®PAPMA TPEUJIAHT™ AJ]
3a HoMeHkJIarypa Ne 211 - Levothyroxin sodium tabl.100 mcg -,,®s0ruKC @apMa EOO]]

3a OGocoGena no3unus Nel0, R /Imxarenna cucrema.
3a HoMeHKJatypa Ne 307- Dimenhydrinate Tablet, 50 mg — ,,CO®APMA TPEUJIUHI™ A}

3a Obocobena nozunns Nell, S Cenzopum opranm.
3a gomenkaarypa Ne 330 — Timololi coll 0.5%—,,@pouukc ®apma EOOJL

Ha 11.05.2017 r. koMHCHsTa TIPOBEJE 3aceaHNe, Ha KOETO MPHE €AMHOMYIITHO CpaBHUTENHA TabimLa
38 OHEHABAHETO W KIAcCHpaHeTo Ha odepupaHuTe OT YYaCTHHIMTE JICKAPCTBEHH NIPOINYKTH 3a
CHOTBETHHTE HOMEHKJIATYPH OT TeXHHYecKara crienudukamysa [Ipunoxenue Ne 1 — HepasaenHa yact ot
HACTOSHIMA IIPOTOKOJL. ,
HacTosimusaT npoToKOJI € U3TOTBEH U € NIOJIIKICaH OT WICHOBEeTe Ha KomucusaTa Ha 11.05.2017 r.
MPUJIOKEHUS: :

CpasHuTenHa Ta0JIMIa 33 OLEHsABaHe U KiIacupaHe Ha LieHoBuUTe odeptu- [Tpunoxenns Ne 1
CnuchbK Ha HOMEHKJIATYpHUTe, IO KOUTO TMpoleAypata ciiefipa Aa ObJie peKpaTteHa Ha OCHOBaHME WL
110,am.1,1.2 — ITpunoxenne 2
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