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Il POTOKOA

Huec, 11.03.2015r. B rp. Byprac, B usnbanenue Pererne No VI — VI —
P - 627/10.11.2014r. Ha Usm. DupekTOp Ha ‘“MBAA - Byprac” All, 3a
IIPOBEXKIAHETO Ha OTKPHTA IIPOLEeAypa 3a Bb3aaraHe Ha OOIIECTBEHA HOPEHIKA C
IpeaMeT: »docTaBKa Ha A€KapCTBEHH NPOAYKTH /cBraacuo
cnenndukranusa/ 3a HyHAHTe Ha ,MHOrompodhHAHA GOAHHIA 3a AKTHBHO
AaeueHnHe - Byprac” AJl, KoMHCHdA OIpenescHa cbc 3amoBeq No VI — P -
699/23.12.2014rox. Ha Hsmn. gupekrop Ha ,MBAA - Byprac” A/l, B CbCTaB:

IIpencenaren: A — p Cseraozap I'eoprueB — 3aM. MUPEKTOP Ha
“MBAA - Byprac” A;
Yaenose: 1. [I — p Creanman CaaBoB — 3aM. OUPEKTOP Ha

“MBAA - Byprac” Al;

2. Mapua MBaHoBa — Ha4YUAHUK GOAHMYHA aIlTEeKa;

3.I'maka KoaeBa — 3aMm. ra. cueroBomurea Ha ,MBAA —
Byprac” AL,

4. Hpena IlerkoBa — ra. I0pUCKOHCYAT Ha “MBAA -
Byprac” A/l,

B 11:00 B AnMunucTpaTHBHHS Koprayc Ha “MBAA - Byprac” All OpoBee
3acellaHre, Ha KOETO 0axa pasTAeflaHH IIPEACTABEHUTE OT VYIACTHHIIUTE C
[IPEIAOKEHHE 3a H3IIPAHEHHE Ha IIOpBYKATa CIHCBIM C THPrOBCKUTE
HAaNMCHOBAHHUs 3a BCAKA HOMEHKAAQTypHA EIUHHIA (€AEMEHT OT TMO3UIIHATA)
TbPTOBCKH IIPOAYKTH M IIOCOYEHUTE KbBM CBIIMUTE IIPUTEKATEAH HAa
paspemienuaTa 3a ynorpeba, KakTo u Oellle H3BBLPIIEHA MPOBEPKA OTHOCHO
CBOTBETCTBHUE Ha IIPE/CTaBeHaTa MH(OPMAaIus ¢ JaHHUTE [yDAMKYBaHH B caiTa
Ha M3mbAHUTEAHA areHIud 110 aekapcereara (MAA).

1. Tlpm wusBBpIIEHA I[IPOBEpPKA HA IIPEACTABEHOTO oT “CODAPMA
TPEUOUHT” AL IIPENAOXKEHHE 3a U3II'PAHEHHME Ha NopbUKaTa Oelle yCTaHOBEHO,
9€ B IIPEAAOKEHHETO Ha y4YacTHHKA HE ca HAAWIE JAaHHH OTHOCHO HaAWYHE HA
paspemenue 3a ymnorpeba Ha CACIHHUTE IIPENAATAHH OT CBIMS ACKAPCTBEHH
IPOAYKTH:
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AURONAL 10 MG RETARD
FILM-COATED TABLETS EGIS Pharmaceuticals
31 5 | Felodipine 10mg | tabl tabl. prolong. 10 mg x 30 PLC, YHTAPUA
Specifar S.A., 1, 28
"Octovriou Str. Ag. Varvara,
12351 Athens, Mbpuus;
Mauermann Arzneimittel
KG, Heinrich- Knote-Str.2,
Glimegamma 1 mg tablets x | D-82343, Poecking,
44 1| Glimepiride 1mg | tabl 30 epmanus
GLUCOPRESS tablets 5 mg x | Bankaxdapma- dynHuua
44 5 | Glipizide 5mg tabl 30
Metformin SOPHAMET 500 MG .
hydrochloride film.coated tablets 500 mg x | Codbapma All, Cocpus,
44 7 1500mg tabl 50 Bbnrapus
Metformin SOPHAMET 850 MG
hydrochloride film.coated tablets 850 mg x | Cocbapma All, Cochous,
44 8 | 850mg tabl 30 Bwnrapus
Codapma AL,
yn."UinueHcko woce"16,
48 6 | Vinpocetine 10mg | tabl VICETIN tablet 10mg x 90 1220 Codpus, Bbnrapus
Codapma ALl
Vinpocetine 10mg VICETIN sol.inf. 5 mg/ml-2 ml | yn."UnuneHcko woce"16,
48 712ml solinj. [x 10 1220 Codoms, Bvnrapus
Codbapma Al
yn."nuexcko woce"16,
48 8 | Vinpocetine 5mg | tabl VICETIN tabl. 5mg x 50 1220 Codusi, Bbnrapus
STERILIZED WATER FOR
INJECTIONS solvent for
Aqua destillata soluition for injection - 10 ml x
66 1110ml amp. sol.inj. |5 CO®APMA AL
Ospexin granules for oral
Cefalexin suspension 250 mg / 5 ml - 60
86 4 | 250mg/5ml - 60ml | gran. ml Sandoz GmbH, Austria

C oraen Ha TOPHOTO KOMHCHSTA H3BBLPIIN IIPOBEpKa B caiita Ha HAA
OTHOCHO Haan4ue Ha uHopManusa 3a AeHCTBallld KbM MOMEHTA Ha IIPOBEXIAHE
Ha IIpoleaypaTa paspelleHHe 3a yrnoTrpeba Ha TOPHHUTE A€KApCTBa, IIPU KOETO
Oelre ycTaHOBEHO, Y€ HE Ca HAAMIIE JaHHU 3a TaKUBA.

ITpenBum ropensaoKeHOTO, U Ha OCHOBaHHe 4A. 68, aa.ll, T.2, 6. ,A” or
30II, xomMHuCcHATa NpHE PEIIeHHE B CPOK OT 5 PabOTHH MHH OT IOAy4YaBaHE HA
HapYHO MCKAaHE YYaCTHUKBLT MPEACTABH KOIIMS OT BAAWAHH paspelleHud 3a
yIIoTpeba Ha ITIOCOYEHUTE 10 - TOPE AEKAPCTBEHH PO




Ha TIIpolleflypara paspelleHHe 3a ynorpeba Ha IIPOAYKTUTE, MHPEJAaraHyd OT
y49aCTHHKA, IIPH KOETO O€Ille YCTAHOBEHO, Y€ BCUYKH T€ IIPUTEXRAaBaT AcHCcTBAaIIM
KbM MOMEHTA Pa3pellIeHre 3a yroTpebda

3. Ilpn usBBpIlleHa OpoBepKa Ha mnpeacraBeHoro or “EKOC MEIHKA”
OO mnpensoxkeHHE 3a HIMMBAHEHHE Ha MOpbhYKaTa O€lle yCTAaHOBEHO, 4e B
NPENAOKEHHETO Ha y4YaCTHHKa  Ca HaAWIEe M[OaHHU OTHOCHO HaAWYHe Ha
paspeleHre 3a yrnorpeba Ha BCUYKHU IIPEJAATaHu ACKAPCTBEHHU ITPOLYKTH.

C oraen Ha TOPHOTO KOMHCHUSATA H3BBPIIHM MHPOBEPKA B caiiTa Ha WAA
OTHOCHO HaauW4Yue Ha MH(MOpMalnda 3a AelicTBallll KbM MOMEHTA Ha IIPOBEXIAHE

‘Ha IIpolelypaTa paspelleHHe 3a yHoTpeba Ha HOPOAYKTUTE, IIPENAATAHH OT

y49aCTHHUKA, IIPH KOETO Oellle yCTaHOBEHO, Y€ BCUYKU Te IIpUTEXaBaT AeHCTBAIM
KBbM MOMEHTAa paspellleHue 3a yroTpedba

4.1lpu usBbBpIIEHA IIPOBEPKA HA IIPECTABEHOTO OT ,,PbOHHKC PAPMA”
EOOX mpensoxkeHHe 3a HII'bAHEHHE HA IOpPhYKATa OEIle yCTAHOBEHO, 4e B
NPENAOXKEHHETO Ha y4YaCTHHKA HE ca HaAWIle MOaHHM OTHOCHO HaAWM4dHe Ha
paspelieHue 3a yrnorpeba Ha CACOHHUTE IIpEJAaraHyd OT ChIIUSA AECKAPCTBEHHU
IIPOAYKTHU:

AURONAL 10 MG RETARD
FILM-COATED TABLETS EGIS Pharmaceuticals
31 5 | Felodipine 10mg | tabl tabl. prolong. 10 mg x 30 PLC, YHTAPUA
Specifar S.A., 1, 28
Octovriou Str. Ag. Varvara,
12351 Athens, Mbpuus;
Mauermann Arzneimittel
KG, Heinrich- Knote-Str.2,
Glimegamma 1 mg tablets x | D-82343, Poecking,
44 1| Glimepiride 1mg | tabl 30 epmaHusa
GLUCOPRESS tablets 5 mg x | Bankandapma- ynHuua
44 5 | Glipizide 5mg tabl 30 Al
Metformin SOPHAMET 500 MG
hydrochloride film.coated tablets 500 mg x | Cocbapma Afl, Cocbus,
44 7 | 500mg tabl 50 Bbnrapus
Metformin SOPHAMET 850 MG
hydrochloride film.coated tablets 850 mg x | Cocbapma Afl, Cochus,
44 8 | 850mg tabl 30 Bbunrapus
Codpapma AL,
yn."Unnencko woce"16,
48 6 | Vinpocetine 10mg | tabl VICETIN tablet 10mg x 90 1220 Codousi, Bwnrapus
Codbapma AL,
. | Vinpocetine 10mg VICETIN sol.inf. 5 mg/ml-2 ml |'yn."UnueHcko woce"16,
48 712mi solinj. |x10 1220 Codous, Bbnrapus
Cocbapma A,
© | yn."inueHcko woce"186,
48 8 | Vinpocetine 5mg | tabl VICETIN tabl. 5mg x 50 1220 Codoums, Bwnrapus




STERILIZED WATER FOR
INJECTIONS solvent for
Aqua destillata soluition for injection - 10 ml x
66 11 10ml amp. sol.inj. |5 COPAPMA Al
Ospexin granules for oral
Cefalexin suspension 250 mg /5 ml - 60 |,
86 4| 250mg/5ml - 60mi | gran. ml Sandoz GmbH, Austria

C oraem Ha TOPHOTO KOMHCHATA H3BBPIIN IIPOBEPKa B cainrTa Ha HAA
OTHOCHO Haau4due Ha uHdopManus 3a ACHCTBAIKM KbM MOMEHTA Ha IIPOBEXKIAHE
Ha Tpolleaypara paspelieHue 3a yrnoTrpeba Ha TOPHHUTE A€KapCTBa, IIPH KOETO
bellle yCTAHOBEHO, Y€ HE ca HaAHlle JAaHHHU 3a TaKHBa.

[IpenBua rOpPEU3A0KEHOTO, U HA OCHOBaHHe HA. 68, aa.ll, 1.2, 6. ,A” or
) 30H KOMHCHATA IIPHUE PEIIeHNe B CPOK OT 5 paboTHH AHH OT IIOAy4aBaHE Ha
| HaApyHO MCKaHE YYAaCTHUKBT IIPEJACTABU KOIHs OT BaAWAHH paspelleHHus 3a
yroTpeba Ha ITOCOYEHUTE I10 - TOPE AEKAPCTBEHU IIPOAYKTH.
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