IIPOTOKOJ
Ne3

Ot peiinocrra nHa KOMHCHsATA, HazHaueHa cbe 3amosen Noe250 ot 26.05.2016r. na
Visnbmanrennus jmpextop va MBAJT »/-p Atanac Jlaposckn™ AJl — rp. Kepmokamu 3a pasriexiane,
OHCHKA M KJIaCHpaHe Ha NOxajieHuTe oepTH B OTKpHTA nponejypa 3a Bb3JlaraHe Ha oOIecTBeHa
noprika ¢ mpenmer: "JlocTaBka Ha JieKapcTBEHH npoaykru 1o Ilpunoxenne No2 ot ITosurupaus
JICKapCTBCH CIUCEHK 3a HYyx/auTe Ha MBAJI "JI-p Atanac Haposcku" AJl rp. Kspmxamn", OTKpHTa C
Pemenne Ne 165 ot 13.04.2016r. na M3nbisuremmms JUPEKTOp Ha JIeueOHOTO 3aBeeHHe.

Ha 27.09.2016 ron., or 12,00 gaca B 3amata Ha V etax B neueGHoTO 3aBeJICHHE Ce MPOBejie
BTOPOTO OTKPHTO 3acelaHHe Ha KOMHCHS, Ha3HAYEHA Che 3amoBen Ne250 ot 26.05.2016r. na
Vsubimurennus jmpextop na MBAJI »H-p Atanac Jlagposcku” AJT rp. Kspmkanu, B cheras:

IIpeoceoamen: n-p Jluana l'eopruesa — 3aMecTHHK JHPEKTOD;

U 4nenoge: 1. 1-p Ornsin Teoprues —HavanHuK OpPTOIEI0-TPABMATOJIOTHYHO OT/C/ICHHE;
2. n-p Tans PalikoBa — HauaIHUK CHJIOKPHHOJIOTHYHO OTHAEJIEHHE;
3. m.p.Becena MomumsioBa — pbxoBojmTen 60HIUHA anTeka,
4. Kanunxa Tepsuena — 3aM. riaBen CYETOBOJIHTE,
5. Cuexana Kaparbo3oBa — HKOHOMHCT OIT;
6. VBan Pobos — ropucr;

B cuucrka ma npucwerrammre Ha sacemammero NPEJICTABHTEM HAa YYaCTHHIUTE B
fiponenypara ce sunca Anna Crosmosa Kopauesa, ymbiHoMonieno mne ot ,,Menodapma® EOOJ] u
CJIE/L IPOBEPKA Ha JIOKYMEHTHTE 38 CAMOJIHYHOCT U IIPCICTABEHOTO ITBJIHOMOIIHO Gele JI0mycHaTo 10
NPUCHCTBHE Ha 3aCEAHUETO.

Ipencenarenst na xomucusTa npouere poToKoi Ne2 3a m3BbpuIeHaTa PaboTa OT KOMUCHSITA

MIGUAPAHCTU "HA ™~ YIaCTHALIATE  CBIJIACHO OpOs IIOJIyYEHH TOYKH IO OKa3arels »wIIpencraBenn
OTOpH3aUUK”, CJIE]l KOSTO 110 Pejia Ha IOCTBIIBAHE HA NPEJUIOIKEHHATA KOMHCHATA OTBOPH ICHOBHUTE
oepru. IlpencraBurensr na ~Menodapma“ EOOJl — r-xa Auna Kopauesa Gemme IOKaHeHa Jia
TIO/IMHING IEHOBUTE HPCIUIOKEHHS Ha JIONYCHATHTE YYACTHHIH B IporeayparTa, HO TS OTKa3a.
Ipencenarensr na xomucusta 06581 [IPE/ITIOKEHUTE OT BCEKH YYAaCTHHK IICHHM 3a H3ITBJIHEHHE Ha
lIopBYKaTa, ChIJIaCHO W3HCKBaHusATa Ha 3OIT.

B nepuona or 27.09.2016r. o 27.10.2016r. xomucHsta IPOBEX/IAIIE CBOMTE 3aCC/aHHS B
ClIC/IHATA ITOC/IEIOBATETHOCT !

I. Cnen o6o6imaBane Ha 1eHOBHTE TIPE/UIOKEHUS KOMUCHSTA KOHCTATHPA, Ye:

"MEJIO®APMA" EQOJ, Codus

Ilpencrasenure B mmk Ne 3 NOKYMeHTH — lIpuinoxenne No2 KBM 11eHOBOTO IPEUIOKEHHE U
O6pasen; Nel0, otrosapst mo (Gopma u cbabpixanne Ha NIPEIBAPUTESIHO ODSBEHHUTE YCIOBHS Ha
BB3NOXHATENA. KoMucHATa TpoBepM 3a apHTMETHUHA BAPDHOCT IICHOBOTO TIPEIUIOKEHHE H He
KOHCTaTHpa HEChOTBETCTBHA. IIpemioikeHara 1eHa 3a OmakoBKka Ha JIEKApCTBEHUTE NPOLYKTH IO
HOMCHIUIATYpU HC NPEBHINaBA MPEH3YMCICHATa CTOHHOCT 3a ONAaKoRKka, Ha Gasa pedepenTtHara
CTOMHOCT IMOCOYEHATa B KOJIOHA WM — | Cmotinocm na OnAaxkosxa, usyuciena na 6asa pepepenmna
cmounocm * B Ipunoxenne Ne2 ot TTo3uTHBHus JIEKapCTBEH CIHCHK.

"MEJAEKC" OO/, rp.Codus




IlpesncraBenure B rumk No 3 NoxkymenTH — Ipunosxenne No2 kM 1ieHOBOTO NIPEJVIOKEHHE U
O6pazenr Nol0, OTrOBAapAT Mo (opMa W ChABPIKAHHE HA IPEABAPUTEIHO OOABEHUTE YCIOBHS Ha
BR3NMOKATENA. Komucuara mposepu 3a APUTMETHYHA BSPHOCT LEHOBOTO IPEITIOKEHHE H He
KOHCTaTHpa HeChOTBETCTBHSA. [IpeyioxkeHaTa LeHa 3a OMaKoBKA Ha JIEKAPCTBEHUTE IPOJYKTH 110
HOMCHKJIATYPH HE IPEBHINABA MPEH3UYHCIICHATA CTONHOCT 34 OrnaKoBka, Ha 0asa pedepentnara
CTOMHOCT NOCOYEHATA B KOJOHA WM™ —, Cmoiinocm na onaxoska, usuucnena na basa pehepenmua
cmounocm“ B Ipunoxenne No2 or ITo3uTHBHMS JICKapCTBEH CIMCBK ¢ H3KIMOYEHHE HA CIICIHHTE
HOMEHKJIATYpH:

Vitamin C Vetprom sol.inj. 100 mg/ml — 2m|
42 ATIGAOIL Ascorbic acid sol.inj, 10 x 10
solution for GENTAMICIN-VETPROM sol.inj. 40
278 JOIGBO2 Gentamicin injection 10 mg/ml - 1 mlx 10

Komucusita npennara yuacruuxnt ha ObJie OTCTpaHeH Ha OCHOBAHHE w69, an.1, 1.3 or 30II no
FOPEMOCOUCHHTE HOMEHKIIATYPH.

"®APKOJI" AN, rp.Byprac

IIpencraBennte B mmk No 3 NoKyMeHTH — Ilpunoxenne No2 kpMm 1ienoBoTo IPEJUIOKEHHE U
Ob6pasent Nel0, orrosapsit 1o (opma u chabpikanne ma IPE/IBAPHTEIIHO OOSBEHUTE YCIIOBHSI Ha
BB3joxkuTeNs. Komucusta nposepu 3a APUTMETHYIHA BSAPHOCT I[EHOBOTO IPEIJIOKCHHE M He
KoHCTaTHpa HechoTBercTBHA. Ilpeiuioxkenara meHa 3a omakoska Ha JIEKAPCTBEHUTE MPOJYKTH 110
HOMEHKIIATYPH HE IPEeBHINABA MPEH3UMCIIEHATA CTOHHOCT 3a OIlaKkoBka, Ha 0Oasa pedepentHara
CTOHHOCT [I0COYeHaTa B KoyoHa ,,M*“ — , Cmoiinocm na Onaxoeka, usuuciena na basa pegepenmna
cmotinocm " B Ilpunoxenne Ne2 ot ITo3HTHBHHS JICKapCTBEH CIIMCHK ¢ M3KJIFOYEHHE HA CJIe/IHHUTE
HOMCHKJIATYpH:

31 A10BA02 Metformin film.coated tabl. 60 Metfodiab 1000 mg film-coated tablets x 60
METFODIAB 850 mg filmcoated tablets x
| 32 AT0BA02 Metformin film.coated tabl. 30 30
modified-release Normodiab MR 60 mg modified-release
33 Al0BB09 Gliclazide tabletes 60 tablets x 30
34 Al0BBI12 Glimepiride tabletes 30 LIMERAL 1 mg tablets x 30
plonged-release INDIPAM SR 1,5 MG prolonged release
149 CO3BAI11 Indapamide tablet 30 tablets x 30
film-
150 CO3BA11 Indapamide coatedtablets 30 INDIPAM film.coat tabl. 2,5 mg x 30
151 C03CA01 Furosemide tablets 12 Furanthril 40 mg tablets x 12
film SPIRONOLACTON ACTAVIS coated
159 CO03DA0I Spironolacton coatedtablets 30 tablet 25 mg x 30
film-
168 CO4AEQ2 Nicergoline coatedtablets 90 Nergolin 10 mg coated tablets x 90
172 CO7AA05 Propranolol tablets 50 Propranolol Actavis 20mg tablets x 50
film-
176 CO07AB07 Bisoprolol hemifumarate coatedtablets 30 Blokbis 5 mg tablets x 30
178 C07AB12 Nebivolol tablets 30 Nebivolol Actavis tablets 5 mg x 30
181 CO8CAOI Amlodipine tablets 30 AMLOVASK tablets 5 mg x 30
film-
186 C08CA13 Lercanidipine coatedtablets 30 Lecalpin 10 mg film coated tablets x 30
prolonged DILTIAZEM ACTAVIS prolonged release
191 C08DBO1 Diltiazem releasetablets 50 tablet 90 mg x 50
192 CO09AA02 Enalapril malcate tablets 28 RENAPRIL tabl. 5 mg x 28
193 CO09AA02 Enalapril maleate tablets 28 RENAPRIL tabl. 10 mg x 28




199 C09BA02 Enalapril/Hydrochlorthiazide tablets 28 CO-RENAPRIL tabl. 20/12,5 mg x 28
film-
204 CO09CA0I Losartan coatedtablets 30 RASOLTAN 50 mg film coated tablets 30
film- VALTENSIN film-coated tablets 160
205 C09CA03 Valsartan coatedtablets 28 mgx 28
film- VALTENSIN Plus Film-coated tablets 160
208 C09DA03 Valsartan/Hydrochlorthiazide coatedtablets 28 mg/12,5 mg x 28
film-
210 CI0AAQ7 Rosuvastatin coatedtablets 28 Tintaros film-coated tablets 10 mg x 28
tabl. film - CIPROFLOXACIN ACTAVIS film-coated
284 JOIMAQ2 Ciprofloxacin coated 10 tablet 500 mg x 10
300 JO2ACOI Fluconazole capsules, hard 3 Fungolon caps. 150 mg x 4
solution for Paracetamol Kabi 10 mg/ml solution for
351 NO2BEOI Paracetamol infusion 1 infusion 100 m]

Komucusra npennara yuactaukst na 6ne OTCTpaHeH Ha ocHoBaHWe wi1.69, an.l, 1.3 ot 30I1 1o
FOPENOCOYCHHTE HOMEHKJIATYPH.

"COPAPMA TPEUJIMHIT" AJL, rp.Codust

Ilpencrasenure B ik Ne 3 NoKyMeHTH — [Ipunoxenne No2 xnM 11eHOBOTO IPEUIOKEHHE U
O6pasen; Nel0, orrosapsit mo (opMa u chBpKAHKE HA TPEABAPUTENHO OGSBEHHTE YCIIOBHS Ha
Bb3JIOKUTENA. Komueusra mposepn 3a apurmernuna BSAPDHOCT IIEHOBOTO HPEJIOMKEHHE H He
KOHCTaTHpa HECHOTBETCTBHA. Ilpemnoskenara meHa 3a omakoBKa Ha JIEKAPCTBEHUTE TPOAYKTH II0
HOMCHKJIATYPH HE IPEBHIIABA IIPEH3UYMCIIEHATA CTOIHOCT 3a ONaKoBKa, Ha 0Oasa pedepenrHata
CTOHHOCT I0COYeHAaTa B KoJioHa ,M"“ — , Cmoiinocm na ONAKoska, usyuciena na basa peghepenmua
cmotinocm “ B Ipunoskenne No2 ot [To3uTusHus JIEKapCTBEH CIIHCEK.

"ObOHUKC ®APMA'" EQOJL, rp.Codust
IIpejcraBennre B mmk No 3 JOoKyMeHTH — IIpunosxenne No2 kbM 11eHOBOTO HPEJUIOKEHHUE H
O6pasenr Nel0, ortrosapst mo (Gopma u chaBpiKanne Ha IPEBAPUTETHO O0SBEHUTE YCIOBHSI HA

BE3IOMKUTENA. Komucuata mpoBepu 3a apuTMeTHuHa BAPHOCT I[EHOBOTO MPE/UIOKEHHE W HE
KOHCIFHpa—HeeroTReTeTRrIT—HpemToRe A Ta TICHT 74 OTTAKOBRA Tia JICKAPCTBEHUTE NPOJYKTH I10

HOMCHKJIATYpH HE IPEBHIIABA NPEH3UYHCIIEHATA CTOHHOCT 3a OITaKoBKa, Ha 0asa pedepenrtnara
CTOMHOCT MocoyeHara B kojioHa ,,M*“ — , Cmotinocm na onaxoeka, usyucnena na 6asa pegepenmna
cmounocm " B Ipunoxenne No2 or [To3HTHBHHS JICKapCTBCH CIHUCHK ¢ M3KIIIOUEHHE HA CJIEHHTE
HOMECHKJIATYPH:
3 A02BCO1 Omeprazole nf, 1 [XETALUI ®J1. 40MT X |
Macrogol, Sodium
sulfate anhydric,
Sodium
bicarbonate,
Potassium chloride, |powd. for @®OPTPAHCTIPAX. 64T'P X
19 AO6ADG65 |Sodiumchloride  [susp. Inj. 4  [4/OITAKOBKA/
film.coated MET®OI AMMA TABJI. 1000MT" X
31 A10BA 02 Metformin tabl. 60 (60
film.coated MET®OIr AMMA TABJL 850MI" X
32 A10BA02 Metformin tabl. 30 (30
34 A10BB12 Glimepiride tabletes 30 [AMAPHI TABJL IMT X 30
KOPMAT'HE3MH A MTT. 200MT
48 A12CC02 (Magnesiumsulfate [sol.inj. 10 |10MJT X 10/KYTHSI/




film coated KCAPEJITO ®WJIM.TABJIL. 10 MI" X
73 BOIAEOI |Rivaroxaban tabletes 10 (10
124 COIBC03 |Propafenone tabl.film 30 |PUTMOHOPM TABJL. 150MI" X 30
125 COIBCO3  |Propafenone tablfilm 50 |PUTMOHOPM TABJI. 150MTI" X 50
prolonged KAPJIHKET PETAPJT TABJI.20MI" X
137 COIDA08 [Isosorbide dinitrate |releasetabl] 20 |20
prolonged
Isosorbide release
140 COIDA 14 |mononitrate capsule 20 |OJIMKAP] PET. KATIC. 60MT X 20
powder for
solution
for
143 COIEAO01 |Alprostadil infusion 15 [IIPOCTABA3WH AMIT 20MKT X |
Trimetazdine Modified-
144 COIEBIS | dihydrochloride |releasetabl] 60  |TIPEJAYKTAJI MR TABJL 35MT" X 60
149 CO03BA11 Indapamide release 30  |[MHUBAPA SR TABJI.1.5MT X 30
gastro-
resistantta
165 CO04ADO03 |Pentoxifylline blets 60 |ATATIYPHH TABJL 100MI” X 60
168 CO4AE02 Nicergoline film- 90 |CEPMHOH TABJI. 10MT X 90
173 C07AA07 [Sotalol tablets 20 |COTAXEKCAJI TABJL 160MI X 20
prolonged
Metoprolol releasetabl
174 CO7AB02 |succinate ets 30 |METOCTAJI TABJL 50MT X 30
176 CO7ABO7 hemifumarate  |coatedtabl| 30 EM30I AMMA TABJL. 5MT X 30
Nebivolol
hydrochloride/ film-
Hydrochlorothiazid |coatedtab] HEGHJIET PLUS TABJI.
177 |C0O7BB e ets 28 |SMIVI25MI” X 28
79 COTACo2 Carvedilo] tablets 28  |KOPHOJI TABJL. 6,25MT" X 28
AMIIOJIMTAMMA TABJLIOMI X
180 CO8CAO01 [Amlodipine tablets 30 |30
AMJIOJIMTAMMA TABJL 5MT X
181 CO8CAO01 Amlodipine tablets 30 (30
prolonged
releasetabl
182 CO8CA02 |Felodipine ets 30 |AYPOHAIJIFC TABJL 2,5MT X 30
186 CO8CA13 Lercanidipine  |coatedtabl| 30 [APETA TABJL 10MI" X 30
188 CO8DAO1 | Hydrochloride |coatedtabl| 50 |M3OITHH TABJI. 80MT X 50
prolonged
Verapamil releasetabl
189 CO8DAO1 |Hydrochloride ets 20 |M3OIITHH SR TABJIL. 120MT X 20
192 CO9AA02 | Enalapril maleate | tablets 28  |[PEHMTEK TABJI. SMT X 28
194 CO09AA02 |Enalapril maleate [tablets 30 |EHATI TABJI. 5MT X 30
195 CO9AA02 (Enalapril maleate  [tablets 30 |EHAITTABIL 10MT" X 30
film-
coatedtabl
196 CO9AA04 (Perindopril ets 30 |TIPECTAPUYM TABJI. SMT X 30




film-

coatedtabl
197 CO09AA15 |Zofenopril calcium |ets 28 [30®EH TABJIL. 7,5MT" X 60
film-
Perindopril/Indapa |coatedtabl HOJIMITPEJT A PXYXMHWH
201 C09BA04 |mide ets 30 |TABJL.2.5MI X 30
Perindopril
arginine/ IMPECTAPHUYM-KO TABJL.
203 C09BB04  |Amlodipine tablets 30 |SMI/10MTI X 30
205 C09CA 03 Valsartan coatedtabl 28 |BAJICAKOP TABJI.160MI" X 28
206 C09CA04 Itbesartan coatedtabl 28 |MPBECAH TABJI. 150MTI X 28
Irbesartan/ film- KO-UPBECAH TABIL.
207 C09DA04 [Hydrochlorothiazid | coatedtabl | 28  |150MT/12,5MTI" X 28
Valsartan/Hydrochl|  film- KO-BAJICAKOP
208 C09DA 03 orthiazide coatedtabl| 28 |TABJL160MI/12,5MI" X 28
film-
coatedtabl
209 CI0AA07 [Rosuvastatin ets 30 |PO3BEPA TABJI. 10MI X 30
film-
Amlodipine/Atorav|coatedtabl
211 C10BX03 |astatin ets 28 |AMIIATOP TABJI. 10MI/5MT X 30
solution
for CAHJIOCTATHH AMTI, 0,1MI/MJI
221 HO1CB02 |Octreotide injection 5 IMITX 5
Levothyroxine
230 HO3AAO01 [sodium tabl. 50  |JI-TUPOKCHH TABJI. 50MKI X 50
granules
for oral
suspensio OPOMUITH] TPAH. 125MI/5MJT
266 JOIFA09 |Clarithromycin n 1 60MJI
film-
coatedtabl KIIMHOA MULTAH-MHI1
AL JOTFFOT Chindamycin ets 30 |PHIIM.TABJL.GOOMI X 30
solution FEHTAMMWITHH AMIT. 80MI” 2MJT
280 JO1GB02 Gentamicin for 5 X5
solution
for LHATTPMHOJT ®J1, 0,2% 100MJT X
285 JOIMAO02 |Ciprofloxacin infusion 1 I/KYTHSI/
solution
for LITTPHHOJI ®J1. 0,2% 100MJI X
286 JOIMAO2 |Ciprofloxacin infusion 1 I/KYTHS1/
287 JOIMA12 Levofloxacin tabl, 7 |JIE®JIOKC TABJI. 500MTI” X7
powder for BAHKOMMLIMH-MHIT ®J1.500MT
291 JOIXAO01 Vancomycin solution 1 |ISMJIXS
capsule,
308 JOSAHO02 |[Oseltamivir hard 10 |[TAMH®JIY KATIC. 75MT" X 10
capsule,
309 JOSAHO02 |Oseltamivir hard 10 [TAMH®DJIY KATIC. 30MT X 10
solution
for JIMCTEHOH AMIT. 1% 5MJT X
324 MO03ABO01 [Suxamethonium injection 25 |5/OIAKOBKA/
328 MO03BX01 |Baclofen tablet 50 |BAKJIO®EH TABJI. 10MI" X 50




solufion
for OEHTAHHMJI AMIT, T00MKTI 2MJ1 X
Fentany]| injection 10 [10/KYTHS1/
solution
Ropivacaine for POTTMBA KA MH AMIT. SMI/MIJT
342 NOIBB09 |hydrochloride injection 20 |1OMJI X 20/KYTHS/
24 | NOSAROI | Carbamazepine | tablet | so |[HEYPOTOMTAET 200MI X50 |
solution
for
injection/i KOHBYJIEKC AMIT. 100MTI"/MJ1
L358 NO3AGO! |Sodium Valproate |nfusion 5 SMITX 5
365 NOSBA 12 |Alprazolam tablet 100 |[KCAHAKC TABIJL 0,25MTI" X 100
369 NO6BX03 Piracetam tabl. film 60 [JIVHETAM TABJI. 800MT" X 60
solution
for HOOTPOIIMIT ®J1. 121 P/60M )1
L 371 l NO6BX03 |Piracetam infusion 1 60MJT X 1/KY THsI/
KABUHTOH ®OPTE TA BT, 10MTI™ X
373 INOGBXIS Vinpocetine tablets 60 |60
396 S01CAQ] Tobramycin suspensio 1 TOBPA JIEKC KOJIWP 5MJT
Latanoprost/Timol eye drops, TUMJTATAH COJI. 0.5MKT'/5MT
L 404 l SO1EDS] ] ol solution ( 1 [25MJ1
’ l eye YHUJIAT KATIKH 50 MKT/MJT
L 405 S01EE01 Latanoprost drops,solul L |25MITX 1
solution AKBA PEJIECTHJIATA BRAUN
420 VO7AB00O l Water for injection for I 20 [AMIL 10MJI X 20 3641227

KoMucusra Hnpeuiara y4acTHUKET na 6bp1e OTCTpaHeH Ha OCHOBaHue w69, an.l, 1.3 or 30IT no
TFOPENOCoOUeHHTE HOMEHKJIaTypH.

punoxepye Mo —eererorre HEPA3/ICIHA acT oT HacToss IIPOTOKOJI OT clietuuTe YYaCTHHIH:

° "®ObLOHUKC ®APMA" EOOn, rp.Codus;
° "MAPKOQJI" All, rp.Byprac;
e "MEJIO®APMA" EOO/, Cogus

"MEJO®APMA " EQOJ, Codus. YyactauksT ¢ IIPEACTABHUII CBOSITA THCMeHNa 000CHOBKa B
ACJI0BOACTBOTO HAa MBAJT »-p Artanac Hadoseku® AJ1 rp. Kspmxanu ¢ Bx.Ne3407 or 26.10.2016r.,
KOMHCHATa KoHCTaTHpA, Ye 00ocHOBKATa € onanena B TOCOUCHHAT B IHCMOTO Ccpok 1 IIPEMHHA KBM

"®bOHUKC DPAPMA" EQO/, rp.Codust, Yuactuuinr ¢ TIPEACTaBUII CBOsSITA MucMenna
000CHOBKA B ACIOBOACTBOTO Ha MBAJ] »-p Atanac Jladoscku* All rp.Kepmxann ¢ Bx.Ne3412 o7
27.10.20161"., KOMHCHSTA KOHCTaTHpa, ye obocHOBKaTA e ToZlazicHa B nocoyeHusT 5 ITHCMOTO CPOK H

leHa. Ha ocHopanue w170, an.2, .3 or 30I] KOMHCHATa 1pue 06ocHOBKATA Y pelM, 4e He e namuie
OCHOBaHHMe 3a OTCTpaHsBane Ha YUYacTHHKA.



"®APKOJI" AJl, rp.Byprac. YyacTHUKDT € IIOJIyYHJT HCKaHEeTO 3a IMHCMEHHa 00OCHOBKA Ha
25.10.2016r. B 10,174. chrmacHo pasmeyarka oT CJIEKTPOHHATA TOINA Ha BB3NIoXHTENs, CpoKbsT 3a
nojryuasaie Ha 000CHaBKATa € TpH paGOTHH JHH OT JIaTaTa Ha MOJy4aBaHe HAa MCKAHEeTo. KoMHCHITA
KoHcTatupa, ve KeM 31.10.2016r. y4acTHHKBT He € NPEACTABHN B JIENOBOJCTBOTO Ha JIEUEBHOTO
3ABE/ICHAC CBOSITA MTHCMEHHA 00OCHOBKA M Ipe/uIara yYacTHHKLT 1a ObJe OTCTPAHEH HA OCHOBAHHE
w1.70, an.3 ot 3011 1o ciieHara HoMeHKIIaTypa.

powder for
261 | JOIDHO02 | Meropenem solution for | 1000mg. | om. 10
injection

III.  CpaBusiBaneTo, ONEHKATA M KIACHPAHETO Ha JoycHaTuTe O(epTH Cce HU3BBLPIIH 110
HOMEHKJIATYPH H 110 y4aCTHHIHM HOApoOHO onucano B [Tpuinoxkenue No2 KbM HACTOSIIHS IIPOTOKOJL.
B pesynrar na usespinenara pa6ota KoMucusTa KOHCTATHPA, Y€ 110 CJIEAHHTE HOMEHKIATYpPH:

[ Codpapma Tpeiimnr
METOKOP amn | mr/smm Smn x 106p Al
Metoprolol "(ponnke Gapma”
175 | COTABO2 | tartrate solution for injection 1G METOKOP AMIT, IMI'/MJI 5MJI X 10 EOOJ1
190 | CO8DBOI | Diltiazem DILTIAZEM ACTAVIS tablet 60 mg x 50 Dapron AJl
Codapma Tpeiiannr
prolonged releasetablets 50 JHITHA3EM 6. 60Mr x 50
Propofol 1 % Fresenius Emulsion for injection or
infusion 10mg/ml Glass bottle 50 ml x 5 Dapron A
"®dponnkc Gapma”
bJQ NOIAXI0 [ Propofol emul.inj./inf. 5 TTPOTIO®OI ®JI1. 1% 50MJ1 FRESENIUS EOOJ1

KOMILIEKCHHTE OLICHKH Ha JIBe OT O(epTUTE 10 BCsKa HOMEHKIIATYpa ca paBHH. Komucusa B3e
pemienue Ha ocHoBanue wi.71, an.5, 1.2 ot 30Il mo ropecrnomenaruTe HOMEHKJIATYpPH Jla TIPOBEIE

—Hﬁﬂ%ﬂpeﬁﬂnﬁmmmmny KJIaCHPaHHTE Ha MBPBO MACTO O(EpTH,

3dl10TO KIIACHPAHETO HE MOXKE J1a Ce ONpeieu 1o peaa Ha wi. 71, a4 or 3011,
3ace/laHAETO HAa KOMHCHATA 3a IPOBEIKIAHE HA nyOiuanms sxpebun na ocHopanme w71, a3,
7.2 01 3011 e nacpoueno 3a 31.10.2016r. ot 11,00 uaca B 3anata va V etax » ne4ebHOTO 3aBejIeHHE.
CbobIienneTo 3a npoBexkane Ha myGIHaHus KpeOuM e myOnuKyBaHo Ha caiita Ha Jeue6HOTO
sasenienue B IIpodma Ha kynmyBaua KsM ChOTBETHATA TIPOLIE Y pA.

IV. Ha 31.10.2016 rox., ot 11,00 4aca B 3aiata na V eTax B Jieue6HoTo 3aBEJICHHE CE MPOBEIEC
OTKPUTO 3acelanue Ha KOMHCH:, HasHaueHa cbe 3aroses No250 ot 26.05.2016r. Ha M3nbiHuTe nus
Aupekrop Ha MBAJL ,JI-p Atanac Jladoscku” AJ] rp. Kbpokanu, 3a npoexiane Ha my6imuen
JKpeOUH B ChCTaB:

IIpeoceoamen: n-p Jluana I'eopruena — 3amecTHuk JIUPEKTOp;

U unenoge: I. -p Ornsn [eoprues —HavaiHuK OpTONEI0-TPABMATOIOTHYHO OTHAEeNeH e,
2. i-p Tanst PaitkoBa — HAYATHUK CHIOKPHHOIOTHYHO OT/IETEHHE,
3. m.p.Becenra MoMumiioBa — peKoBoMTeN GoTHUYNA AlITeKA;
4. Kaymuka Tepsnena — 3aM. riaBen cueToBoguTe;
5. Cuesxana Kaparpozosa — ukonomuct OIT;
6. Man PoboB — 1opucr;



Ha TPETOTO OTKPHUTO 3acegaHue He IIPHCHCTBAXa JIHLA CHIJIACHO U3UCKBAHUATA Ha '-IJI.68, an.3

ot 3011,

llpeyicenarenst Ha kommucusita 06sBH HOMEHKJIATYPHTE Ha JIGKAPCTBEHHTE MPOAYKTH M
YHAaCTHHIIMTE, 32 KOHTO LIE Ce NpoBeJie myOnden xpebumy.
Mmenata Ha yuacTHMUMTE 1O BCsika HOMEHKJIaTypa 0s1xa MOCTaBEHH B MAIBK HENpo3payeH
TITHK, KOHTO Oelle Ha ITHcan 110 KOHKpeTHaTa HOMEHKJIaTypa.
[TyGnuumnsr xpebun 3amouna mo BE3XOIL pejl HA OMpEJICNIEHUTe HOMEHKIIATYPH, KaTo
MpEACENaTeIAT HA KOMHCHATA OTBapAINC CHOTBETHHS IUIMK, M3TErVISIIE JIHCTYETO ¢ HMETO Ha
Y4acTHHKA M ro o0sBsBAIIe IIPe]l YWICHOBETE HA KOMHCHSTA.
Pesynrarure ca otpasenu B cnenuara taGnuna:

—
Homenxnary I'enepuuno Tuprosexo Tuproseko
pa Ne ATC ron | nanmenonanie | nanmenosanme | OKoHY.0NAKOBKA HAHMEHOBAHHE Yuacruuun Pesynrar ot kpebust
METOKOP amn "Cotpapma Tpeitanur"
IMr/mn Smn x 106p Al "®Lonnke Gapma"
EOO0/L
Metoprolol solution for METOKOP AMII. "MroHnke dapma”
175 CO7AB02 | tartrate injection 10 IMIY/MJT SMIT X 10 EQO/I
DILTIAZEM
ACTAVIS tablet 60 mg
190 CO8DBO1 | Diltiazem x 50 "Mapron" AJl "Codapma
Tpeitanur" AJl
prolonged JIUIITHUA3EM 16. "Codapma Tpeiigunr"
releasetablets 50 60mr x 50 A
Propofol 1 % Fresenius
Emulsion for injection
or infusion 10mg/ml "Dronnke Dapma”
Glass bottle SOmlx 5 | "®apkon” AJl EQO,L
TIPOIO®OJI DJ11% | "duonuke dapma”
339 NOIAXI10 | Propofol emul.inj./inf, 5 S0MIJI FRESENIUS EOO]T

C ToBa NpUKIIOUH OTKPUTOTO 3aceaHKe HA KOMUCHATA 3a NpoBesk/iaHe Ha mybiudeH xpebuu,
KOCTO ce mpose/e Ha ocHopanue w71, an.5, 1.2 or 30I1 1 KOMUCHATA MPOXBLIKM CBOSTA paboTta Ha
3aKPUTO 3ace/laHHue.

V. B pesynrtar na H3BbpIIeHaTa paboTa, KOMHCHSITA KJlacupa oeprure Ha JIOITyCHATHTE
YyJacTHHIH KakTo cie/iBa B [Ipunoxkenne No2, koero e HEPa3JIeIHa YacT OT HACTOSIIHS TPOTOKOJL.

VL. Ilo cnepnure Homenxnarypu:

?omemma'rypa ATC xon [enepuuno HanMenoBaHme
Ne

14 AO05BAO L-Ornithine-L-Aspartate

15 A05BA0O L-Ornithine-L-Aspartate

27 Al0ACO1 Insulin (human)

Thiamine nitrate/Pyridoxine

o e Hydrochloride/Cyanocobalamin
40 A11GAO0I Ascorbic acid

64 BO01ABI12 Bemiparin sodium




81 BO5SAAO] Albumin
82 BO5SAAO] Albumin
83 BO5SAAOQ] Albumin
92 BO5SBAL10 Combinations
Sodium chloride, Potassium
95 B0O5BBO01 chloride, Sodium lactate,
Calcium chloride
] B0O5CBOI Natrii Chloridum
112 BOSCBO1 Natrii Chloridum
120 COIBBOI Lidocain
126 C01BCO03 Propafenone
133 COICA24 Epinephrine
142 CO1EAO01 Alprostadil
145 CO1EBI5 Trimetazidine Dihydrochloride
148 CO3AA03 Hydrochlotothiazide
152 CO03CA01 Furosemide
160 CO3DAO1 Spironolacton
169 C04AX21 Naftidrofuryl hydrogen oxalate
184 CO8CA06 Nimodipine
Calcipotriol (as monohydrate)/
212 DOSAXS52 Betamethasone (as
dipropionate)
214 DO08AGO2 Povidone-iodine
220 HOI1CB02 Octreotide
223 HO02AB02 Dexamethasone
229 H02ABO06 Prednisolone
230 HO3BBO02 Thiamazole
237 JOICRO? ihmut;)xiitgirllin and enzyme
270 FOHAG Azithrommyci
277 JO1GBO02 Gentamicin
303 JO2ACO1 Fluconazole
I
312 JO6BBO1 Anti-D (rh) immunoglobulin
323 MO3ABO1 Suxamethonium
345 NO2ZABO2 Pethidine
360 N04BB01 Amantadine
370 NO6BX03 Piracetam
377 NO6DA04 Galantamine
383 RO5CB02 BROMHEXIN
398 SO01EA05 Brimonidine
399 SOIEC04 Brinzolamide
401 SO1EDOI Timolol
402 SO1EDS] Brinzolamide/Timolol
EO!S S01GA05 Phenylephrine




@4 VOSABO4

[ lopamidol

HE ¢ M0/3/IeHa HATO e/Ha o(epTa 3a yuacTHe H KOMMCHSTA TPEJUIAra 1o ChIUTE a e npeKpareHa
nponeaypara Ha ocnoBanue wi.39, an.1, 1.1 ot 30I1.

VIL. Ilo ciejaute HOMEHKIATY pH

Homenknarypa Ne | ATC kon I'enepuuno HanvMeHoBaHue

Macrogol, Sodium sulfate anhydric, Sodium

19 AO6ADGS5 | bicarbonate, Potassium chloride, Sodium chloride

20 AQ7EC02 | Mesalasine

31 AI0BAO2 | Metformin

32 Al0BAQO2 | Metformin

33 AT0BB09 | Gliclazide

34 AIOBB12 | Glimepiride

38 Al1EA Thiamine/Riboflavin/Pyridoxine/Nikotinamide
Vitamin b-complex, other combinations /

39 All1EX Thiamine/Riboflavin/Pyridoxine/Nicotinamide

42 A11GAOI | Ascorbic acid

48 AI2CC02 | Magnesium sulfate

51 Al4B01 Nandrolone

73 BOIAEO! |Rivaroxaban

98 BO5SBB01 | Serum Physiologicum 0.9%

108 ROSRBCN1 Mannitol

114 BO5XAO0! | Potassium Chloride

121 CO01BB01 | Lidocain

122 NO1BB02 | Lidocain

124 COI1BCO03 | Propafenone

125 C01BC03 | Propafenone

127 C01BCO3 | Propafenone

135 COIDAO2 | Glyceryl trinitrate Aqueous

137 COIDAOS8 [Isosorbide dinitrate

140 CO01DA14 | Isosorbide mononitrate

143 COIEAO! | Alprostadil

149 CO3BA1l |Indapamide

150 CO3BAIl | Indapamide

151 CO3CAO01 | Furosemide

156 CO3CA04 | Torasemide

159 CO3DAOI | Spironolacton
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165 C04ADO03 | Pentoxifylline

168 CO4AE02 | Nicergoline

170 C04AX21 | Naftidrofuryl

171 CO7AA05 | Propranolol

172 CO7AA05 | Propranolol

173 CO7AA07 | Sotalol

174 C07AB02 | Metoprolol succinate

176 CO7ABO07 | Bisoprolol hemifumarate

177 C07BB Nebivolol hydrochloride/ Hydrochlorothiazide
179 CO7AG02 | Carvedilol

180 CO8CAO01 | Amlodipine

181 CO8CAO01 | Amlodipine

182 CO8CAQ2 | Felodipine

186 CO8CA13 | Lercanidipine

139 CO8DAOI | Verapamil Hydrochloride
191. CO08DBO1 | Diltiazem

192 CO09AA02 | Enalapril maleate

193 CO09AA02 | Enalapril maleate

194 C09AA02 | Enalapril maleate

195 CO9AA02 | Enalapril maleate

196 CO09AA04 | Perindopril

197 CO9AAILS | Zofenopril calcium

198 CO09AA15 | Zofenopril calcium

o9 CUYBAOZ | Enalapril/Hydrochlorthiazide
201 CO09BA04 | Perindopril/Indapamide

203 C09BB04 | Perindopril arginine/ Amlodipine
205 C09CAOQ3 | Valsartan

206 CO9CA04 | Irbesartan

207 CO09DA04 | Irbesartan/ Hydrochlorothiazide
208 CO09DA03 | Valsartan/Hydrochlorthiazide
209 CI10AAQ07 | Rosuvastatin

210 C10AA07 | Rosuvastatin

211 CI10BX03 | Amlodipine/Atoravastatin
215 D08AGO2 | Povidone-iodine

221 HOICB02 | Octreotide

230 HO3AAO1 | Levothyroxine sodium

238 JOICRO2 | Amoxicillin/ Clavulanic acid

11



239 JOICRO2 Amoxicillin/ Clavulanic acid
240 JOICRO4 Sultamicillin (Ampicillin; Sulbactam)
262 JOIDHS51 Imipenem/Cilastatin
263 JOIDHS5]1 Imipenem/Cilastatin
266 JOIFAQ9 Clarithromycin

268 JOIFAQ9 Clarithromycin

269 JOIFAQ9 Clarithromycin

274 JOIFFO1 Clindamycin

278 JO1GB02 Gentamicin

280 JO1GBO02 Gentamicin

284 JOIMAO2 | Ciprofloxacin

285 JOIMAO2 | Ciprofloxacin

286 JOIMAO2 | Ciprofloxacin

287 JOIMAI12 | Levofloxacin

290 JOIMA14 | Moxifloxacin

299 JO1XDO08 Linezolid

300 JO2ACO] Fluconazole

301 JO2ACO] Fluconazole

308 JOSAHO02 | Oseltamivir

309 JOSAHO02 Oseltamivir

314 L04AX03 | Methotrexate

316 MOI1ABOS | Diclofenac

321 MOIAEI7 | Dexketoprofen

324 MO3ABO1 | Suxamethonium
328 MO3BXO01 |Baclofen

334 NOIAHO!I | Fentanyl

342 NOIBB09 | Ropivacaine hydrochloride
357 NO3AGO1 | Valproic acid

358 NO3AGO1 | Sodium Valproate
364 NOSBA09 | Bromazepam

365 NOSBA12 | Alprazolam

369 NO6BX03 | Piracetam

371 NO6BX03 | Piracetam

373 NO6BX18 | Vinpocetine

395 S0IBAO07 | Fluorometholone
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396 S01CA01

Dexamethasone; Tobramycin

404 SOIEDSI

Latanoprost/Timolol

420 VO7ABOO

Water for injection

BCHUKH MOZA/IeHH 0(epTH HE OTrOBApPST HA HA PEABAPUTENHO 0GIBEHHTE YCJIOBHS OT BB3JIOIKUTEIIS U

KOMHCHsATA Npejiara 1mo ChliuTe Ja 6’L,LIC II

3011

PEKpaTeHa npoueayparta Ha ocHoBanue w39, an.1, 1.2 or

Cpc cheraBsiHE W nopnMcBame Ha HacTodmusa mnporokosn Ha 02.11.2016r., komucusTa
NPUKIIIOUM CBOsITA paboTa H Ha ocHoBaHMe wi.73, an.1 ot 3011 nperasa Ha BB3oxuTens H3roTseHuTe
HPOTOKOJIM M MPHIIOKEHUATA KbM TAX, TIOJIHCAHN OT TPEICEaTelis H WICHOBETE Ha KOMHUCHSATA, B
C/HO C djiaTa NOKYMEHTAIHS [0 OTKPUBAHE M IIPOBEXKIAHE HA 1pore iypara.

/
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