IIPOTOKO.J
No2

Ot peiiHocTra Ha KOMHCHATA, HasHadcHa cbc 3amosesl No250 or 26.05.2016r. Ha
Vsneanurennust mupextop wa MBAJT »[-p Aranac Jlaposekn” AJl — rp. Kppukam 3a
PAsTICHIalIe, ONeHKA W KJIacHpaHe Ha NoJajieHuTe of)epTH B OTKPUTA Ipore/ypa 3a Bh3jiarane Ha
o0LIECTBEHA TOPBYKA € NPEIMET: "JlocraBka Ha JIeKapCTBEHM MPOIYKTH IO ITpunoxenne No2 or
[TosutuBHUs JickapcTBeH cnmcehK  3a Hyxmure na MBAJL "Jl-p Artamac Jladoseku" AJ[
rp.Kepxanu", orkpura ¢ Pemenne Ne 165 or 13.04.2016r. Ha Msnbnautenuus qupextop Ha
J1€4eOHOTO 3aBelcHHE.

Juec, 05.07.2016r., ot 12.00 yaca B 3anata na V ETaX B JICUCOHOTO 3aBEJEHHE CE MPOBELE
3ace/lanue Ha KOMMCHS, HasHayeHa che 3amomey Ne250 or 26.05.2016r. ma Manwaunurennus
aupexrop na MBAJI ,,JT-p Aranac Hadosecxn™ AJT — rp. Kppmxanu, B cheras:

Ilpeoceoamen: ji-p Jlnana I'eopruesa — 3amectink nupexrop;

u unenose: 1. 1-p Ornsa I'eoprues —navasmmk OpPTOIE/[0-TPABMATOIOIHYHO OT/ICIICHHUE;
2. i-p Taus Paiikopa — HauaHUK CHIIOKPUHOIIOTHYHO OTJIeJIEHHE;
3. M.¢.Becena Momuusiopa — prkoBojiiTeNn 60IHIHA alTeKa;
4. Kanmnka Tepsuepa — 3aMm. riasen CYETOBOJIHTEI,
5. Cresxana Kaparpozosa — uxoxomuct OI1;
6. Uzan Po6os — ropucr;

Ha 3aceytannero npucherpaxa BCHUKH uiieHOBE Ha KOMHCHSTA,
I. Crnen monyyasane na micmara c AOKYMEHTH, H3UCKBAHH OT y4aCTHHIHTE B IIPOIlETypaTa
Ha ocHoBanue w68, an.8 or 30I, xomucusTa KOHCTaTHpa, Y€ € HOCTBIMIO ITHCMO OT

! oy i, ¢ BX.Ne2040728.06.2016r.

Komucusra 3aro4yHa cBoOsTa pa60Ta C OTBapssHE Ha I[HUCMOTO U pasriexrnae Ha
AOIIBIIHHTEIIHO HMPEACTaBCHUTE OT YYACTHHKA B 1poueaypara JOKYMEHTH U KOHCTaTupa:

"ObOHUKC ®APMA " EOOM, rp.Codust - na NPEJNXOJHOTO CH 3acelaHHe KOMHCHATA
YCTaHOBM, Y€ yYaCTHHKBT CIICIBA Jla IPE/ICTABH:

° Jokymenm sa enecena 2apanyus 3a yvacmue — opueunan na bankoeama
eapanyus 3a ydacmue uiu Konue om OOKyMenma 3a 6Hecena 2apanyus nood
popmama na napuuna cyma;

YUacTHHKDBT ¢ npeacTaBm1 B onpenesieHus ¢pox - Opurunan xa 6ankosa rapanmus Ne
961DGI1161396FL5, u3nanena ot Yuukpenur Byn6ank AJl rp.Codus.
Komucusita npuema npescrasenns JIOKYMEHT.

I Criext nanpapenara npoBepka Ha ZOIBIHHTENHO H3HCKBANMTE U TIPEICTaBeHH JOKYMEHTH
H CIen omucanara KOHCTATAllMA KOMHCHSTA NPEMHHA KbM IPOBEPKa Ha CHOTBETCTBHETO Ha
YHACTHHIIMTE € KPMTEPHHUTE 32 MOJA00P B CHOTBETCTBHE ¢ H3UCKBAHHUATA Ha BB3JIOXKHTEISI, IIOCOUEHH
B 00siBaTa M JIOKYMEHTAIMATA 33 Y4acTHe B OGLICCTREHATA II0pPBYKA M el Jia JIONycHe 0
PasmIeiIane Ha TEXHHICCKUTE TIPEJUIOKCHHS CIIC/IHUTE YIaCTHHIH B npoueaypara:

"MEJO®APMA" EOQO/I, Codus;



"CO®APMA TPEUJIMHI" AJT, Codus;
"®bOHUKC ®APMA" EOO/, rp.Co¢us;
"®APKOJI'" ALl, rp.Byprac;

"MEJEKC" OO, rp.Codus.

I11. CJIBL[ H3BBPIIBAHE HA IT'OPEOIIHCAHOTO, BBB BPBH3Ka ¢ HEYCTaHOBABAaHE HA HECHOTBETCTBHS
C KPUTCPHHUTE 34 110116013, KOMHCHATA PEIIX Jia NIPeMHUHEe KbM CJIIC/IBAIIH eTall OT CBOsTa pa60Ta, a
HMCHHO pasryieiKJIaHe H OLICHKA 3a ChOTBETCTBUETO HA MpeJICTaBEHOTO TEXHHYECKO IPEJJIOKECHHE,

B nepuojya ot 05.07.2016r. 0 17.09.2016r. koMucHsITa KOHCTaTHpA:

"MEJTOD®APMA" EQOOJ, Codus
B npejicrasenoro Texnuuecko npemoskenue — O6pasen N9 1o oepupanute HOMEHKIATYPH

Ha 000COOEHHTE TO3UIMM YIACTHHKET € TIPEJUIOAKHI CPOK 3a JIOCTABKA 33 TMEPHOIMYHH H CIIEIIHH
3a5BKH, OCTATBLYCH CPOK HA TOMHOCT Ha JIOCTABSHUTE JICKAPCTBEHH IPOJYKTH H CPOK HA OTJIOKEHO
IJIalate, OTroBapsIiy Ha MUHUMAIHHTE H3UCKBAHMS HA BB3JIOKHTEII.

OOpasenbT € NoOmbIHEH KOPEKTHO H CHLOTBETCTBA HA M3HCKBAHMATA HA BBH3IOIKHTEIN,
IIOCOYCHH B JIOKYMEHTALHATA 33 YUacTHE B IPOIEaypara

lpennaranure nexapctBenn mpoayktd B Ilpmioskenme Nel KBM — TEXHHYECKOTO
IPCJUIOKCHUE OTIOBAPAT Ha TEXHUYECKATa celUUKALMS HA BHIOKHTEIS KbM JOKYMEHTAIMATA 34

y4acTHe B IPONEAypaTa ¢ U3KIIOUEHHE Ha:

Qbocobena nozuyus VI Aumuungexyuosiu nexapemeenu npodyKmu 3a cucmemHo RPUnodNCceHie,

HOMEHKIAMYPHU eQUHULU:
244 [ J01DCO2 Cefuroxime powder for solution for | 1500mg om |10
injection/infusion

O¢epraoto npeioxkenne va "MEJO®APMA" EOOJI, Codus, or Axcernn ¢u.1500Mr He
OTroBapsi Ha M3HMCKBAHETO HA BBIJIOKUTENA 3a Opoil B onakoska, 3amoro B Ilpuosxkenne Ne2 Ha
[osuTiBHus nekapeTsen ciuchK, myGanKysan Ha HalMoHa Hus CHBET 110 1eHH W peHMOypcHpaHe

perucTpupan ¢ KojiuuectBo B onakoska 1o 100 6pos, a e mo 10 Gpos B omakoska. Komucusra
npejuiara yUacTHHKBT Jia ObJle OTCTpaHeH Ha ocHoBaHKe Wi.69, ain.1, 1.3 ot 30I1.

249 | J01DDO0O4 Cefiriaxone powder for solution for g on, |5

injection

Ogeprroro npennoxenne na "MEJJOPAPMA" EOOJ], Codus, or Menaxcon ¢ur.Ir He orroBaps
Ha M3UCKBAHETO HA BB3JIOKUTENS 3a Opoit B omaxkoBka, 3amoto B [Ipunoxenne No2 na [TosurusHus
JICKAPCTBCH  CHUCHK, MyOiauKkysan Ha HaumoHamHHs CBBET mo IleHn W peuMOypchpane Ha
nexapersennTe npoaykT, poAykTsT MEDAXONE 1 G powder for solution for injection/ infusion
lg ¢ npurexaren na paspemrenne 3a ynorpeba Medochemie Ltd., Cyprus e permcrpupan c
KOJIMYEeCTBO B onakoska 1o 100 6pos, a He 1o 5 6post B omakoBka., KoMucuaTa mpejuiara yqacTHUKBT
Jla Op/ie oTCTpaHeH Ha ocHoBanue wi.69, a1, 1.3 ot 30IL

251 | JO1DDO04 Ceftriaxone powder for solution for g o, |10

injection

Odeprroro npemnosxenne va "MEJJODAPMA" EOOJI, Codus, or Menakcon ¢m.1r He orroBaps
Ha U3MCKBAHCTO HA BB3JIOKUTEINS 3a Opoii B omakoBKka, 3amoto B Ipunoxkenue N2 Ha [To3HTHBHUS
JIEKApCTBEH CHUCBHK, MMyOnuKkysan Ha Hanmowannus cbBer mo HeHM M peuMOypcHpane Ha

2



JIeKapeTBEHUTE MPOAYKTH, npoaykThT MEDAXONE 1 G powder for solution for injection/ infusion
lg ¢ npurexaren ma paspemenne 3a ynmotpe6a Medochemie Ltd., Cyprus e perucrpupan c
KoyiuecTBo B onaxkoska mo 100 6pos, a ne mo 10 6pos B omakoska. Komucusara npejuiara
YYaCTHHKDLT Jia Ob/ie OTCTpaneH Ha ocHoBaHue wi.69, am. 1, .3 ot 3071,

orn.

253 [ J01DDO4 Cefiriaxone solution for injection 2 10 (

Ogepruoro npeanoxenne va "MEJJODAPMA" EOOJI, Cous, ot Mejakcon ¢u.2r He otrosaps
Ha M3UCKBAHETO Ha BBH3NOXHUTENs 3a Opoil B onmakoska, 3amoTo B IIpunoxenue Ne2 na ITosutusHus
JICKapCTBEH  CIHUCHK, NyOiuKyBaH Ha HauwoHanHus CBBET 10 IeHH M peuMOypcHpaHe Ha
JeKapcTBeHUTE NPOAYKTH, MPoJiykThT MEDAXONE 2 G powder for solution for injection/ infusion
2g ¢ mponssouren Medochemie Ltd., Cyprus e perucrpupan ¢ KOJHIECTBO B OIakoBKa 110 50 Gpos,
a ne 1o 10 Opos B onakoska. Komucusita npeyara yqacTHHKST Jia GbJie OTCTPAHCH HA OCHOBAHHE
.69, ain. 1, 1.3 ot 30I1.

255 |JoIDDI2 Cefoperazone powder for 2000mg om |5
solution for
injection

Odeprioro npenoxenne na "MEJIO®APMA" EOOJI, Codust, ot Menoued ¢n.2r. ne otroaps
Ha M3HCKBAHCTO HA BB3JIOKHUTENA 3a Opoii B onakoska, 3amoTo B [punoxenue Ne2 na Ilo3utHBHUS
JIEKapCTBEH  CIHMCHK, IyOnmukyBan Ha Hanmomainust chBer 1Mo IHenH M peuMmOGypcupane Ha
JIeKapCTBEHUTE MPOAYKTH, TPoykThT MEDAXONE 2 G powder for solution for injection/ infusion
2g ¢ npurexaren Ha paspemenue 3a ynorpeba Medochemie Ltd., Cyprus e perucTpupan ¢
KOJIMYECTRO B onakoBka 110 10 Gpos, a ne 1o 5 6pos B omakoBka. Komucusta npeumara y4acTHHKHT
Ja ObJle oTcTpaHen Ha ocHoBanue wi.69, an.1, .3 or 30I1.

258 | JO1DD62 Cefoperazone/Sulbactam powder for lglg on. |1
solution for
injection

M3HCKBAHCTO HA BB3JIOKUTENS 3a Opoif B omakoBka, 3amoro B Ilpuwioxenne Ne2 ua [TozuruBhus
JIEKAPCTBEH  CIMCPHK, IMyOimnkysan wa Hauuonanmnus ceBer mo uedmd M penMOypcHpaHe Ha
JIEKapCTBEHHTE HPOAYKTH, NpoaykTsT Cymued ¢u.2r. powder for solution for injection/ infusion
2g ¢ npurexaren Ha paspemrenue 3a ynotpe6a Medochemie Ltd., Cyprus e perucrpupad c
KOJIMYECTBO B ONAKoOBKa 110 25 6pos, a He 1o 1 Gpoii B onakoBka. KoMucusaTa pejyiara y4acTHHKHT
na Obie oTcTpaneH Ha ocnosanue wi.69, an.1, v.3 or 3011,

260 [ JOIDEOIL Cefepime powder for lg on. |1
solution for

injection or
infusion

Odepruoro npennosxenue na "MEJJO®APMA" EOOJT, Codus, Andaued ¢u.lr. me OTroBapsi Ha
M3HUCKBAHETO HA BLINOXKHTENS 3a Opoil B omaxoBka, 3amoto B Ilpunoxenue No2 Ha ITo3uTHBHIMS
JICKApCTBEH  CNMCELK, IyOnuKyBaH Ha Hanuonainust CBBET 110 LEHM M peuMmOypcupame Ha
JICKapCTBEHUTE MPOJLYKTH, TPOAYKTHT Audaned ¢u.Ir. powder for solution for injection/ infusion
2g ¢ mpurtexarenl Ha paspemienne 3a ymorpeba Medochemie [td., Cyprus e peructpupan ¢
KOJIIeCTBO B onakoska 1o 10 6pos, a re mo 1 Opoii B onakoska. Komucusra nipejyiara y4acTHHKBT
Ja ObJie OTCTpaHeH Ha ocHoBaHue 11,69, ai.1, 1.3 ot 30I1.



282 | 101GBOG Amikacin solution for 500 mg/2ml |on. |10
injection/
infusion

Odepruoro npeyuosenne na "MEJIO®APMA" EOOJI, Codus, Cenemurn amir.250Mr/2mi He
OTroBapsi Ha M3UCKBAHETO Ha BBL3JIOKHTENS 32 KOJIHYCCTBO AKTHBHO BELICCTBO B IMJIL., 3aIOTO
oepupannst nponykr Cenemurin amir.250mr/2mi ¢ nponssojuten Medochemie Ltd., Cyprus e ¢
KOJIMYECTBO aKTHBHO BerecTBO 250Mr/2mi, a He 500 mg/ 2ml. Komucusita npejurara yqacTHUKBT Jia

OB/Ie OTCTpaHeH Ha ocHoBanue 4i.69, an. 1, 1.3 or 30I1.

Obocobena nosuyus VIIL Anmuneonnacmuynu u umynomooyiupaiyu HPOOYKIMU, HOMEHKAAMYpPHA
eduHuya:
316 | MOIABOS Diclofenac solution for injection 25 mg/ml - 3 ml on. | 10

Odeprnoro npenoxenne na "MEJJO®APMA" EOOJI, Codus, ot  Anvupan ami.7Smr/3mi He
OTroBaps Ha H3UCKBAHETO Ha BB3JIOKHTENS 3a Opoit B omakoska, 3amoro B [Ipunoxenne N2 na
[losuTusnus jiekapcTBen cnMchK, MyOIHKyBaH Ha HaruHoHamH:s CHBET 110 IEHH H peuMOypcupane
Ha JIEKapCTBCHUTE HPOJIYKTH, NPoayKTsT Almiral 25 solution for injection 25 mg/ml - 3 ml ¢
npuTexares na paspeuienue 3a ynorpeba Medochemie Ltd., Cyprus e peructpupail ¢ KOJIHYECTBO B
ornakoska 1o 10 Opos, a e mo 5 Gpost B onakoska. Komucnara npeiara yyacTHHKBT Ja Obje
OTCTpaHeH Ha ocHoBanue .69, an.1, 1.3 or 3011

"MEJIEKC" OO/I, rp.Codmst B npejicraBeHoto TeXHHYecko npejuioxkenue — O6pazer; No9
10 o)epUpaHATEe HOMEHKIATYpPH Ha 0DOCOGCHMTE I03MIMH YYACTHHKBT € TPEIoNHI CPOK 3a
JOCTaBKa 3a MEPHOJIMYHM M CIICIIHM 3as{BKHM, OCTAThYeH CPOK HA TOAHOCT Ha JIOCTABIHHUTE
JIEKApCTBEHH IPOJAYKTH M CPOK Ha OTJIOMKEHO IUTAlaHe, OTTOBAPSIIH Ha MHHMMAJIHUTE H3UCKBAHUS

Ha BB3JIO)KHTEIIS.
OO6pasenbT € HoNmbIHEH KOPEKTHO M ChOTBETCTBA HA H3MCKBAHMATA HA BB3JIOKHTEIS,
MOCOYCHH B JIOKYMEHTAIMSITA 32 YIaCTHE B Ipolie/lypara
[pemnaranure nexkapersenu mponykti B IIpuiokenre Nol KbM TeXHHYECKOTO MPeJUIOKEHHE

OTIroBapsAT Ha TCXHHYECKATA

npoocaypara ¢ H3KJIKOUYCHHUE Ha:

Obocobena nosuyus 111, Copoeuno-cv0osa cucmema, HOMEHKIQMYPHA OUNUYA:
121 | COIBBOI Lidocain solution for injection 20mg/ml 2ml on. |10

Ogeprroto mpeutoxkenue na ,Menexc” OO, rp.Codus ¢ nekapersen npoaykr Lidocain Vetprom
20 mg/ml solution for injection - 2 ml x 10, ¢ npurexkaresn Ha paspemenue 3a ynorpeda Vetprom He
¢ perucrpupan B llpunoxenue Ne2 mna Ilo3WTHUBHHS JIeKapCTBEH CIHCHK, NyONMKYBaH Ha
Harmonannus cpbBeT mo neHd W peMMOypcHpane Ha JeKapcTBeHHTE mpoaykTH kbM 02.05.2016r.
Komucusra npesara yqacTHHKBT @ 6b/ie OTCTpaHeH Ha ocHoBauHe wI.69, a1, 1.3 ot 3011

122 | NOIBBO2 Lidocain solution for injection 10mg/ml 10ml | on, 10

Odgeprroro npemnoxenne na ,,Menexke” OO/, rp.Codust ¢ nexapersen npoxykr Lidocaine Accord
10 mg/ml solution for injection 10 ml x 10, ¢ npureskaren Ha paspemenwue 3a ynorpeba Accord He e
peructpupan B llpunoxenne No2 na IlosuTuBHMS JIeKapcTBEH CHHCHK, NyOJMKyBaH Ha
Haumonanius chBer 1o neHn u penMOypcHpaHe Ha JieKapcTBenute pomykti koM 02.05.2016r.
Komucusta npejurara yuacTHHKBT jia 6bJie OTCTpaHeH Ha ocHoBanue wi.69, a1, 1.3 ot 3011,



Obocobena nosuyus VII. Anmuuncperyuosnu nexapemeenu npooykmu 3a cucmemuo npuiodicenue,

novenkiaamypnu 8()HHH?{HI
240 [ JOICRO4 Sultamicillin (Ampicillin; powder for solution for 1.0g05g on. |1
Sulbactam) injection

Odeprroro npemnoxenne Ha ,Menekc” OOJI, rp.Codus ¢ nekapersen npoaykt Unasyn powder
for solution for injection 1.0 g/0.5 g x 1, ¢ nputexaren Ha paspeuienue 3a ynorpeba Pfizer He e
peructpupan B Ilpunoxenne Ne2 wna ITo3MTHBHHS JIEKAPCTBEH CIUCHK, NyOJMKYBaH Ha
Haunonannust ¢bBeT no neHu u peumOypcHpaHe Ha JekapcTBeHuTe npoaykth kbm 02.05.2016r.
Komucusra npeiara yuacTHUKBT Jia Objie oTcTpaHeH Ha ocHoBanue 469, an. 1, 1.3 ot 3011

[262 [J01DHS51 Imipenem/Cilastatin - powder for solution for injection - 500mg/500mg | om. |5 |
20ml

Odeprnoro npeoxkenne na ,Menexc” OOJI, rp.Codus ot Imipenem Cilastatin Panpharma 500
mg/500 mg powder for solution for infusion x5 He OTroBapsi Ha H3UCKBAHETO HA BL3NOKUTENS 34
Opoii B onaxoska, 3amoto odepupanust npoaykr Imipenem Cilastatin Panpharma 500 mg/500 mg
powder for solution for infusion ¢ npureskaten wa paspewmenue 3a ynotpeba Panpharma e c
perucrTpupaH KoJinuecTso B onakoBka mno 10, a e no 5 Opoit B onakoska. Komucusra npennara
YYaCTHUKBT 71a ObJle OTCTpaHeH Ha ocHoBaHue w69, an. 1, 1.3 ot 3011,

263 | JOIDHS1 Imipeneny/Cilastatin powder for solution for infusion 500mg/500mg om. |25 ‘

Odepraoro npennoxenne Ha ,Menexc” OOJL, rp.Copus or IMECITIN powder for solution for
infusion 500 mg/ 500 mg - 20 ml x 25 He OTroBaps Ha W3HCKBAHETO Ha BH3JOKHTENs 32 Opoil B
onakoska, 3amoto odepupanuat npoaykr IMECITIN powder for solution for infusion 500 mg/ 500
mg - 20 ml ¢ mpurexaren Ha paspeluende 3a ynorpeba Actavis € ¢ perMCTPUpPaH KOJNHYECTBO B
ornakoBka o 1, a He no 5 Opost B onakoeka. Komucnsita npejara yyacTHUKBT fa Objie OTCTpaHeH
Ha ocHOBaHMe wWI.69, an.l, 1.3 or 3011

292 | JOIXAOIL Vancomycin powder for solution for infusion 1000mg on. |1

Odeprroto npeanoxenne Ha ,Menexc” OO/, rp.Copus VANCOCIN CP powder for solution for
infusion 1 ¢ X 1 He oTroBapst Ha HM3HCKBAHETO HA BB3JNOXKHUTENs 3a Opoil B ONaKOBKA, 3alOTO
oepupanust npogyktr VANCOCIN CP  powder for solution for infusion 1 g ¢ npoussomuten

Tchaitkapharma e ¢ perucrpupan konnuectBo B omakoska no 10, a we mo | 6pos B omakopka.
Komucusita npeanara yduacTHUKBT 13 Objie OTCTpaHeH Ha ocHOBaHue 469, an.1, 1.3 ot 30I1.

powd.and solv. for solution for
injection

Odeprroro npennoxenune Ha ,Menexc” OO/, rp.Codus Planitec 400 powd.and solv. for solution
for injection x 1 , ¢ npureskaren Ha paspewenue 3a ynorpeba Sandoz we e perucTpupan B
ITpunoskenne Ne2 na IMosuruBHus jexapcTBeH CHHCHK, nyOinkyBan Ha Haumonanunus cbBeT 110
LHeHH M peuMOypcupaHe Ha JieKapcTBeHHTE NponykTH kbm 02.05.2016r. KomucusTta npennara

Y4aCTHUKBT 1a ObJie OTCTpaHEeH Ha ocHoBaHMe 4n.09, ain. 1, 1.3 or 30IL

2 mg/ml - 300
ml

Odeprnoro npeanoxenne Ha ,Menekc” OO/, rp.Coduss ZYVOXID solution for intravenous
infusion 2 mg/ml - 300 ml x 10 , ¢ npurexaren Ha paspemenue 3a ynorpeba Pfizer ue e
perucrpupan B llpunoskenne Ne2 na Ilo3uTuBHHA J€KapCTBEH CHHCBK, NyONMKyBaH Ha
Haunonannust ceeer mo nenu M penMOypcupane Ha JiekapcTBenure nponyktu kbm 02.05.2016r.
Komucusita npeanara yqacTHUKBT Aa Ob/ie OTCTpaHeH Ha OcHOBaHue uit.69, an. 1, 1.3 ot 30I1.

400mg on. 1

293 | JOIXA02 Teicoplanin

299 | JO1XDO8 Linezolid solution for infusion oIL. 10

300 | JO2ACO01 Fluconazole capsules, hard 150mg olL. 3

Odeprroro npeanoxenne na Menexe” OO/, rp.Codust ¢ nexapcrsen nponykt Kandizol 150 mg
capsules, hard x 3, ¢ nputekaren Ha paspeurenue 3a yrnorpeba Nobel Pharma ne e peructpupaH B
Ipunoxenne No2 na IlosuTuBHUS JlekapcTBeH CHUCBHK, nyOanKyBaH Ha HalMOHANHUS CHBET 110



IeHH M peumOypeupane Ha nekapcrBenure npoayktu ksM 02.05.2016r. Komucusara mpejuiara
YYaCTHHKET Jia ObJe OTCTpanen Ha ocHoBanue wi.69, an.1, 1.3 or 30I1.

"®APKOJI'" AJl, rp.Byprac B npencraBenoto Texmuyecko npemioxkenue — Obpaser; No9
no oepHpaHuTEe HOMEHKIATYPH Ha 000cOGEHHTE MO3MIMH YYACTHHKBT € IPEUTONKHI CPOK 3a
/I0CTaBKa 3a IEPHOJAMYHH M CHCHIHH 3asBKH, OCTAThUYE€H CPOK HA TOJHOCT HA JOCTaBSHHTC
JIEKAPCTBCHHU LPOJIYKTH H CPOK Ha OTJIOXKEHO TLIAIllaHe, OTrOBapsIH Ha MHHUMAIHHTE H3HCKBAHHUSI

Ha BB3JIOMKHUTEIS.
OGpaseusT € NOIBIHCH KOPEKTHO M CHOTBETCTBA HA H3MCKBAHMSTA HA BB3JIOIKHTEI,
[IOCOYEHH B JOKYMCHTAIMATA 32 y4acTHe B IIPOLELypaTa
IIpejutaranure nexkapersenn mpoxyktu B Ipunoxkenne Nol KM TEXHHYECKOTO MPEJUIOKEHHE
OTTOBAPAT HA TEXHHYECKATa CleNM(pUKAH HA BRIOKHTESI KM JOKYMEHTAIMATA 34 yUacTHE B
IIpole/lypaTta ¢ H3KJIIOUEHHE Ha:

Obocobena nosuyus 1. Xpanocsmunamenna cucmema u memabonuszmm, HOMEHKAGMYPHU eOUHULU.!
3 A02BCO1 Omeprazole powd.sol.inf, 40mg on. |1

Odeproro npeuioxkenne na "®APKOJI" AJl, rp.Byprac or ULCOPROL powder for solution for
infusion 40 mg He OTroBapst Ha M3UCKBAHETO HA BBH3JIOKHTEIS 3a BHJA HA ONAKOBKATA, 3aIIOTO
nponykreT ULCOPROL powder for solution for infusion 40 mg, ¢ nputexaren Ha pasperenue 3a
ynorpeda Axrasuc EAJI, brnrapust e peructpupan ¢ KoJM4ecTso B OAKOBKa 110 5, a He 110 1 Opos B
omakoBka. Komucusra npejuiara yyacTHHKBT Jia Gbjie OTCTpaHeH Ha ocHoBanue wi.69, a1, 1.3 or
AL

|_50|A12CC09 lMagnesium orotate |tabl. [500111g [on. ,ﬁ'
Y4acTHHKLT 110 Ta3d HOMEHKJIATYpHA ecauHuNa B IIpmioxkenne Nel KbM TeXHHUECKOTO

npemnoxenue B konona Ne9  Tlpurexxaren na paspemenuero 3a ynorpeba® € nocodmt uucioro 0
/uyna/, a He IpUTEKATENST HA Pa3pENIeHHETO 3a yIoTpeGa Ha JeKapCTBCHHS IPOLYKT Magnerich 500

mg Tablets 3U. TIpHIo)KeHHEeTOo HE € MOIBJIHEHO ChIVIACHO H3UCKBAHUATA HA BH3JIOKHTEIIS ONMCAHU B
AOKYMEHTAILHATA 38 y4aCTHE ¥ KOMHCHsITA NPeJyIara yYacTHHKBT j1a ObJie OTCTPAHEH HA OCHOBAHHE
w169, an.1, 1.3 o7 30IL

Obocobena nozuyus I1. Kpve u kpbeomeopnu opeanu, HOMEHKIAMypHU eOuHUyu;
66 BO1AC04 Clopidogrel tabletes 75mg on. |28

Ogeprroro npennoxenne Ha "®APKOJI" AJI, rp.Byprac or Clopidogrel Actavis 75 mg film-coated
tablets x 30 e oTroBaps Ha M3MCKBAHETO HA BHL3JIONKHTENA 3a BHIA HA OIAKOBKATA, 3alOTO
nponykrsT Clopidogrel Actavis 75 mg film-coated tablets x 30, ¢ npurexaren na paspelieHne 3a
ynorpeba Actavis Group PTC ehf., Mcnanmus e perucTpupan ¢ KOJIMYeCTBO B ONAKOBKA TI0 30, a He
1o 28 6post B onakoska. KoMucHsITa peuiara y4acTHUKBT Jia 6b1e OTCTPaHeH Ha OCHOBaHUE W69,
an.l, 1.3 or 3011

Obocobena nosuyus Il Copdeuno-cvoosa cucmema, HOMEHKIamypHa eOuHuya.

137 | COIDAO8 | Isosorbide dinitrate | prolonged releasetablets 20mg oI 20

Odeprnoro npejuioxenne na "®APKOJI" A, rp.byprac or Isodinit 20 mg prolonged-release
tablets x 30 me oTroBaps Ha M3MCKBAHETO HA BH3JIOKHUTENS 32 BUIA Ha OIIAKOBKATa, 3aIl0TO
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nponykTeT Isodinit 20 mg prolonged-release tablets, ¢ npurexaten Ha paspelenue 3a yrnorpeda
AxtaBuc EAJL e peructpupan ¢ xonmyectso B omakoska 1o 30, a me 1o 20 Gpost B OmaKoBKa.
KomucusTa mpejyiara yaacTHHKBT 1a 65)1e oTcTpaned Ha ocHosanue wi.69, ajn.1, 1.3 ot 3011,

171 | CO7TAAOS5 | Propranolol tablets 40mg. OII. 30

O¢epraoro npeuioxenue va "®APKOJI" AJI, rp.Byprac ot Propranolol Actavis 40me tablets x 50

P » I'p.byp

HE OTroBaps Ma H3MCKBAHETO Ha BBH3JIOKHUTEN 33 BHIA HA ONAKOBKATA, 3aI[OTO HPOAYKTHT

Propranolol Actavis 40mg tablets, ¢ nputeskaresl Ha paspelende 3a yoorpeda AKTaBHC EAJIl e
I ; p p

PErUCTpUpaH ¢ KOJIMYECTBO B ormakoska 110 50, a ne o 30 Gpos B omakoska. KoMucusra npejuiara

YYaCTHHKBT J1a ObJIe OTCTpaHeH Ha OCHOBAHHE w1.69, an.1, 1.3 or 3011

'29 CO07AG02

Odeprroro npeanoxenne Ha "GAPKOJI" AJl, rp.Byprac or CARVILEX tablet 6,25 mg x 30 nHe
OTroBapst Ha M3UCKBAHETO HA BB3JIOKHUTEIS 3a BUJA HA ONAKOBKATA, 3aIOTO IPOAYKTHT
CARVILEX tablet 6,25mg, ¢ mnpureskaren Ha paspemieHHe 3a ynorpeba AKTaBHC EAN ¢
PETHCTPHpPAH ¢ KOJMYICCTBO B onmakoBka 1o 30, a He 1o 28 Gpost B onakoska. KomucusTa npejuiara
YYaCTHHKBT Jia ObJie OTCTpaHeH Ha ocHoBanue wi.69, a1, 1.3 ot 30IT.

Carvedilol tablets 6,25mg ort. 28

206 | CO9CAO04 | Irbesartan film-coatedtablets 150mg. OIL. 28

Odeprroro npennoxenne na "®APKOJI" AJl, rp.Byprac or Irprestan film coated tablets 150 mg X
30 me orropaps Ha M3MCKBAHETO Ha BB3JIOKUTEIL 33 BUJA HA OMAKOBKATA, 3alIOTO MPOAYKTHT
Irprestan film coated tablets 150mg, ¢ npuTexaren na paspemrenne 3a ynorpe6a Actavis group PTC
ehf., Iceland e perucrpupan ¢ konmmuecTso B omakoska mo 30, a He mo 28 Opost B onakoBKa.
Komucusra npejurara yaacTHuksT sia 6b1e oTcTpaneH Ha ocnosanue w69, am 1, 1.3 or 3011

Irbesartan/ film-coatedtablets ey

Hydrochlorothiazide 12,5 mg o -

207 | C09DA04

Odeprroro npeposkenne na "®APKOJI" AJl, rp.Byprac ot Irprezide 150 mg/12.5 mg film-coated
tablets x 30 He oTroBaps Ha M3HMCKBAHCTO HA BBH3JIOKHTENA 33 BHJA HA ONAKOBKATA, 3allOTO
nponykrer  Irprezide 150 mg/12.5 mg film-coated tablets, ¢ npurexaren Ha pasperenne 3a
ynorpeda Actavis group PTC ehf., Iceland e perncrpupan ¢ kommyecTBo B onakoska mo 30, a He 110
28 Oposi B omaxoska, Komucuara npejurara y4acTHHKBT jia GhIe OTCTpaHeH Ha OCHOBAHHE 46O,
arl, 1.3 ot 30I1.

Obocobena nosuyus VI Anmuungexyuosnu nexapemeenu npodykmu 3a cucmemno npuUnodIcee,
HOMEHKIAMYPHU eOUHUYU:

248 | J01DD02 Ceftazidime powder for 1000mg om. |10
solution for
injection

Odeprroro npeyoxenne na "®APKOJ" AJl, rp.Byprac or CEFTAZIM 1 g powder for solution
for injection x10 He oTroBaps Ha M3MCKBAHETO HA BB3IOKATENS 32 BHIA Ha OIIaKOBKATa, 3aI0To
npoaykrsT CEFTAZIM 1 g powder for solution for injection ¢ mpurexaren Ha paspermenue 3a
ynotpeba Axrapiuc EAJI, Brirapust e peructpupan ¢ KOJTHYECTBO B OMAKOBKA 110 5, ane o 10 Gpost
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B omakoBka. KomucusaTa npennara yuactHukbT 1a ObJie OTCTpaHEH Ha OcHOBaHMe 41.69, a1, 1.3 ot
30IT.

253 | JO1DDO4 Ceftriaxone - solution for 2g on. |10
injection

Odeprroto npemnokenne Ha "®APKOJI" AJl, rp.byprac or TERCEF powd. inj. 2 g x10 ne
OTroBapsl Ha M3HCKBAHETO Ha BB3JIOXKHTENS 3a BUAA HA OonakoBkara, 3amoTo npoayktsT TERCEF
powd. inj. 2 g ¢ npuTeskaren Ha paspeurenue 3a ynorpeda Akrasuc EAJI, Buarapus e peructpupan ¢
KOJIMYECTBO B OMAKOBKa 110 5, a He no 10 Opost B onakoska. Komucusita npennara y4acTHHKBT Jia
Oble oTcTpaHeH Ha ocHoBaHue wi.69, an. 1, 1.3 ot 30I1.

260 | JOIDEO1 Cefepime - ' po\;_dcr for Ig Ton.
solution for
injection or

infusion

Odeprroro mpennoskenne na "®APKOJI" AJl, rp.Byprac or Cefepime Kabi powder for solution for
injection or infusion 1g - 20 ml He oTroBapsi Ha H3MCKBAHETO HA BB3JIOKHUTENs 3a BUJAA HA
onakoBkata, 3a1oTo npoaykteT Cefepime Kabi powder for solution for injection or infusion 1g - 20
ml, ¢ nputexaren Ha paspeuenue 3a ynorpeba dpesennyc Kabu buarapus EOOJ] e peructpupan ¢
KOMYecTBO B onakoska 1o 10, a ne no 1 Opoii B onakoska. Komicusita npennara yuaCTHUKBT J1a
ObJe oTcTpaHeH Ha ocHoBanue 4i.69, an. 1, 1.3 or 3011

262 | JO1DHS1 Imipenem/Cilastatin powder for 500mg/500mg 20ml | om. |5
solution for
injection

Odeprroro npemnoxenne na "®APKOJI" AJl, rp.byprac IMECITIN powder for solution for
infusion 500 mg/ 500 mg - 20 ml X 5 He OTroBaps Ha M3MCKBAHETO HA BLAJIOIKHTENS 32 BHAA HA
onakoskara, 3amoto npoaykrsT IMECITIN powder for solution for infusion 500 mg/ 500 mg - 20
ml, ¢ mpuTexkaren Ha paspemenue 3a ynorpeda Actavis Group PTC ehf, Mcnannus e peructpupat ¢
KOJIHYECTBO B OmakoBka no 1, a ne mo 5 Opos B onaxoska. KoMucusita npeanara y4acTHHKLT J1a
Obae oTcTpaned Ha ocHoBaHHe wi.69, an.1, 1.3 ot 30I1.

271 | JO1FA10 Azithromyein film-coatedtablets | 500mg oI, .| 3

Odeprroro npennoxenne na "®APKOJI" AJl, rp.Byprac ¢ nekapctsen npouykr Azatril film
coated tablets 500 mg x 3, ¢ nputexxaren Ha paspewenue 3a yrnorpeba Actavis Group PTC ehf,
HMcnanaust ve e perncrpupan B Ipunoxenne Ne2 na ITo3uTHBHUS JIEKAPCTBEH CIUCHK, MyOIHKYBaH
Ha HarmoHajinust cbBeT 1o HeHn 1 penMOypcHpaHe Ha JieKkapeTBeHuTe npoaykTH kbM 02.05.2016r.
KomucusTa npennara yqacTHUKBT 1a Obie OTCTpaHeH Ha OCHOBaHKe ui.69, an. 1, 1.3 or 3011

oIl ’ 7|

‘ 287 IJOl.\'l.\lZ Levotloxacin film coated tabl. 500mg

Odeprroto npennoxenue na "®APKOJI" AJl, rp.byprac ¢ nekapcersen npoayktr LEVOXA film-
coated tablets, 500 mg x 7, ¢ mpuTexkaten Ha paspeiienue 3a ynorpeda Actavis Group PTC ehf,
Wcnannus we e peructpupan B Ipunoxenne Ne2 Ha ITo3uTHBHHS JIEKAPCTBEH CTUCHK, MyOIHKYBaH
Ha Hauuonannus chBeT Mo HeHn 1 peuMOypcHpaHe Ha JieKkapcTBeHuTe NponykTH kbM 02.05.2016r.
Komucusra npeanara yqacTHHKBT Aa Obae OTCTpaHeH Ha OcHOBaHHe ui1.69, an. 1, 1.3 ot 30IL

Obocobena nosuyus IX. Hepsna cucmena, nosenxaamypunu edunngu:
366 | NOSBBOI Hydroxizine film-coatedtablets | 25mg on. |25

YuacTHHKBT 1O Ta3d HOMeHKJaTypua exunuua B [lpunoxkende Nel KbM  TEXHHYECKOTO
npeaioxkenue B kojiona Ne9 | Tlputexkarten Ha paspemieHHeTo 3a yrnorpeda” € mocounn yucaoto 0
/nyna/, a He mpuTeKaTeNsl HAa pa3peLueHneTo 3a yrnorpeda Ha nekaperseHust npoaykt NEUROLAX
25 mg film-coated tablet. [IpHioKeHHETO HE € NOMBIHEHO CHIIACHO H3HCKBAHHATA HA BB3JIOKHTENS
OINHCAHM B JIOKYMEHTALMATA 32 y4aCTHE U KOMHCHATA IPEJIara yHaCTHUKBT Jia ObJie OTCTPAHEH HA

ocHosanue wi1.69, an.1, 1.3 ot 30IL



3mg oI 30

364 | NOSBA09 Bromazepam , tablets

OdeprroTo npemnoxkense na "®APKOJT" AJL, rp.Byprac ¢ nekapcrsen mpoxykt Lexotan tablets 3
mg x 30, ¢ nputexaren Ha paspeleHue 3a ynorpeda Pour Bearapus EOO/I, ne e peructpupaH B
[punoxenne No2 na IMosutupHus JICKapCTBEH CMUCLK, nyOnukyBan nHa Haumonannus cbeer 1o
LHeHH W peumOypcupane Ha JCKapcTBeHUTE MpoaykTH kM 02.05.2016r. Komucusira npesJara
Y4aCTHHKBT 11a ObJIe OTCTPaHEH HA OCHOBAHME un.69, an.1, 1.3 or 3011

369 ‘ NO6BX03 Piracetam J tabl. film ' 800mg ' oI, | 60

OdeprHoro npemioxkenue na "®APKOJ" AJl, rp.Byprac or PYRAMEM 800 mg film-coated
tablets x 90 we OTTOBaps Ha M3MCKBAHETO HA BBL3JOKHTENs 3a OpPoil B ONakoBKa, 3al0TO B
lpunoxenue Ne2 na ITosurushus JICKApCTBEH CMUCHK, NyOnukyBaH Ha Hargionanuust cbeer o
ICHH H peHuMOYpCHPaHe Ha JIEKAPCTBEHHTE MpoaykTH, npoayxtTsT PYRAMEM 800 mg film-coated
tablets, ¢ nputexaren Ha paspewienne 3a ynorpeba Axtasuc EAJ, Boarapus e perucTpupan ¢
KOJMHECTBO B onakoBka 1o 90 Opost, a He 1o 60 6post B onakoska. KomuchsTa npeiara y4yacTHUKbT
na Obie OTCTPAHEH HAa OCHOBAHHE 069, an.l, v 3 or 30T

Ooocodena nosuypia X1. Censopuu opedmit, HOMEHKAamypHu eounyi.;

Lﬂ' SO1AAIL2 ! Tobramycin | eye drops solution I I mg/ml -5 ml l oIl l j
YUacTHHKBT 1O Tasm HOMEHKIaTypHa emunuua B Ilpunoskenune Nel KbM  TeXHHYECKOTO
fipeuiosenne B konona Ne9 , Ilputexaren na pasperuenuero 3a ynorpeba“ e nocoums uucioro 0
/Myna/, a He npurexarens Ha pasperiennero 3a ynorpeda Ha nekapcrsenus npoaykt TOBRIN 3%
drops eye, solution - 5 ml. IIpunoxennero He e TMONBLIHEHO CHIIACHO H3HCKBAHMSTA Ha
BL3JIOKHTEII ONIMCAHN B NOKYMEHTALIUSITA 3 YYACTHE M KOMMCHSITA Ipeasiara yyacTHUKBT J1a ObJie
OTCTpaHeH Ha ocHOBaHue 4i.69, an. 1, 1.3 or 3011

3mg/Img/ml _1‘

396 | SO1CA01
-5ml

Odeprhoro npemnosxenie na "®APKOJT" AJl, rp.byprac ¢ nexapcrsen npoaykt DEX-TOBRIN
drops eye - 5 ml x 1, ¢ npurexaren a paspeurenue sa ynorpeda Axrasuc EAJl, Buarapus e e
peructpupan B Ilpunoskenne Ne2 Ha I[TosuTHBHUS JIEKAPCTBEH  CNHCBHK, nyOJHKYBaH Ha
HaL[HOHaJ‘IHHH CbBET MO LEHHU H DGMM6VDCHDaHe Ha JNEKAPDCTREOHTE PO T H—r i 02 05 901 ¢

Dexamethasone; Tobramycin eve drops suspension

Mk T T AT TUT
Komucusita npeuiara yuactHukbT na objie OTCTpaHeH Ha OCcHOBaHHe 4i1.69, an. 1, 1.3 or 30I1.

0,05

404 | SO1IED51 | Latanoprost/Timolol eye drops. solution 1rig/5mg/ml - om 1

2.5ml

Y4acTHHKBT 1O Taszm HOMEHKaTypHa enununa B Ilpunoxernne Nel KbM  TeXHHYECKOTO
fipeanoxenue B konona N9 | Tpureskaren na paspelmennero 3a ynorpeba™ e nocoums yuciaoro 0
/nyna/, a He mpuTexkarens Ha PaspELICHIETO 3a yrnoTpeda Ha NEeKapCTBEHHs MPOLYKT Laprol eye
drops 0.05 mg/5 mg/ml - 2.5 ml x 1. lIpniioxeHHeTo He e NMONbIHEHO CHIIACHO H3HCKBAHHATA HA
BB3JIOIKHTECNIS ONTMCAHN B IOKYMEHTALIMATA 33 YYACTHE W KOMHCHSITA npejuiara y4acTHUKBT j1a Obie
OTCTpaHEeH Ha OCHOBanHe .69, an. 1, 1.3 ot 30I1.

"CODPAPMA TPEMJAMHI" AT, rp.Copus B npencraBenoro texumuecko MPEeIOKEHHE
— Obpasen No9 1o odepupanre HOMGHKJIATYPH HA 000COOEHHTE MO3ULMH YYACTHHKBLT e
HPE/VIONKHIIT CPOK 3a JI0CTABKA 3a MEPUOAMYHH M CTEINHH 3asBKH, OCTATHYCH CPOK Ha rOAHOCT Ha
AOCTABAHNTE ICKAPCTBEHH NPOJYKTH M CPOK HA OTJIOKEHO IIIAIIAHE, OTroBapsIH HA MUHUMATHHUTE

H3UCKBAHHSI HA BBL3JIOKHTEJIS.
OGp&BGLI'bT € TMOIIbJIHEH KOPEKTHO H CBOTBETCTBA Ha H3HUCKBaHHUATA Ha BB3JOXKUTETIA,

TIOCOYCHN B IOKYMEHTALIMSATA 38 y4aCTHe B TIPOLEypaTa.

[pennaranure nexapcrsenn npoaykt B Ilpunoxkenne Nel kbM  TexHHUECKOTO
MPCAJIOKEHIE OTIOBAPAT HA TEXHHYECKATA CEUN(DHKALIAS HA BBIOKHUTENS KM MOKYMEHTAIMATA 3a
y4acTHe B MPOLEAYpaTa ¢ H3KITIOUCHHE HA:




Obocobena no3uyust ]..HEK(.SUCIHGGHU npodyf{mu 3d xXpanocmunamenna cucmemda u .}llt?mﬂﬁo,’?lﬁh’lf,

HOMEHKIQmypHu eQunuyu.
1 A02BAO3 Famotidine film.tabl 20mg om. |30

Odeprroro npemioxkenne na "COODAPMA TPEWJIAHT" AJl, rp.Codust or ®PAMOTHUJIMH 16,
20mr x 30, ¢ npurexarten Ha paspenieHue 3a ymorpeba "Memuka" AJl He e perucTpupaH B
[Tpunosxerne No2 ma TlosuTHBHMS JekapeTBeH CIMCHK, MyGaukyBan Ha HanmoHanaust chBeT 110
neHu u peuMmOypcupane Ha jekapcerBenute npoayktn kbM 02.05.2016r. Komucuara npejyiara
YUYaCTHHKBT Jia ObJIe OTCTpaHeH Ha ocHoBanue .69, ain.1, 1.3 ot 30I1.

9 A03ADO2 Drotaverine sol.inj. 20mg/ml 2ml | on. | 10

Ogepruoro npeanoxenne va "COOGAPMA TPEMIUHI™ AJl, rp.Codust or JIPO CIIA3 am.
20mr./vo 2ma x 10, ¢ npuTexaren Ha paspelieHue 3a ynotpeba Anudapm EAJl, buirapus ne e
perucrpupan B llpunoxenne Ne2 mna IlosuTHBHMSL JIeKApCTBEH CIHCHK, NyOIHKyBal Ha
Hatonainnus ¢bBeT 1o 1eHn U penMOypcupane Ha jieKapcTBeHHTe HpoayKTH KbM 02.05.2016r.
KoMucusra npeuiara yuacTHHKBT Jia ObJie OTCTpaHeH Ha ocHoBanue wi.69, an.1, T.3 ot 30I1.

38 | ALIEA Thiamine/Riboflavin/Pyridoxine/Nikotinamide | tabl.film. o1, 20

Odeprroro npenoskenne na "CODAPMA TPEMJIAHI™ AJL rp.Codust or BUTAMHWH B
KOMITIEKC ap. x 20, ¢ npurexaren Ha paspemenue 3a ynorpeba Codapma AJl He e perucTpupan
B lpuioskenne No2 na ITo3uTHBHUS JIeKapcTBEH CIUCHK, MyOIIKyBaH Ha HaumoHaiHus chBeT 110
UeHH M peumOypcupane Ha JieKapcTBeHHTE NpojaykTH kbm 02.05.2016r. Komucusita mpesara
YYaCTHUKBT Ja OBJIe OTCTpaHeH Ha ocHoBanue wi.69, an.1, 1.3 ot 30I1.

Vitamin b-complex, other combinations / Ling —_—
SO I]‘)‘: 120

JO L ATIEX

TTamime/Ribollavin/ Pyridox e/ Nicotmamide

Odeprroro npemtoxenne na "CODAPMA TPEUJAHI™ AJ, rp.Copus or BUTAMUH B
KOMIUIEKC amn. 2mm x 1, ¢ npurexxaren Ha paspemenue 3a ynotpeba Codapma AJl e e
peructpupad B llpunoskenne Ne2 Ha Ilo3HTHBHMS JIeKapCTBEH CIHCBK, MyONMKyBaH Ha
Hanponannus cheeT mo meHH u peumOypcupane Ha JieKapcTBeHuTe Tpoayktd KsM 02.05.2016r.
Komucusra npejiiara ydacTHHKBT Jia Gbjie OTcTpaHeH Ha ocHoBanue wi.69, a1, T.3 ot 30I1.

Obocobena nosuyus I1. Kpve u kpbeomeopHu opean, HOMEHKIAMYPHU eOuHUyu:
57 BOIABOI Heparin sol.inj. 250001V on. |1

Odeprroro npeutokenue na "COPAPMA TPEMJIMHI™M AJI, rp.Codus or XEIIAPUH ¢
250001U/5ml x106p ne oTroBaps Ha H3MCKBAHETO Ha BB3JIOKUTENS 3a Gpoil B OMAKOBKa, 3all0TO B
Hpunoxenne Ne2 na ITo3uTHBHHS JleKapcTBEH CIMCHK, MyGnuKkyBan Ha HalmoHanHus chBeT 110
IeHH U peuMOypcHpane Ha JIEKapCTBEHUTE NPOJIyKTH, npoaykTst XEITAPHH ¢u. 250001U/5ml, ¢
MPUTEIKATEIl Ha pasperueHue 3a ynorpeda Warsaw Pharmaceutical Works Poland e perucrpupan c
KoJ4ecTBo B onakoska 1o 10 6pos, a ne o 1 6poit B onmakorka. Komucusra npejiara yuacTHUKBT
Jta ObJie oTCTpaneH Ha ocHoBanue 4169, an.1, 1.3 or 3011,
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99 | BOSBBO1 Natrium Chlorid solution for infusion 0,9%100ml oIl 1

Odeprioro npeioxkenue na "CO®APMA TPEUJIMHT" A/l rp.Codus or HATPUEB XJIOPH]]
uaQys. p-p 0.9% x 100mn cak x 50, me otromaps ma ATC xox BO5BBO1 B Texmmueckara
crenndukanks KbM JIOKyMEHTalusta 3a yuyacTde B mponeaypata. B Ilpmmoskenme N2 mHa
losuTHBHUS JleKapcTBEH CHHCHK, MyOIMKyBan Ha HarmoHannus chBeT MO IEHH H peHMOypcHpaHe
Ha JIEKapcTBeHHTE MPOAyKTH, npoayktbT HATPUEB XJIOPU]I undys. p-p 0.9% x 100mi cak c
NMpHTEkKATEN Ha paspenieHue 3a ynorpeda buodapm unxenepunr AJl e perucrpupan ¢ ATC xoj
BO5XA03. Komucusra npejyiara yuacTHUKBT Jia ObJie OTCTpaHeH Ha ocHoBaHue uwi1.69, an.l, 1.3 ot
SOTL.

100 | BOSBBOI Natrium Chlorid solution for 9%/ml 500ml | om. |1
infusion

Odeptroto npeuioxkenne na "CODAPMA TPEUJIMHI™" AJL, rp.Codust or HATPUEB XJIOPH]]
nudys. p-p 0.9% x 500mn cax x 20 He oTroBaps Ha M3MCKBAHETO HA BH3JIOKHTENS 3a OPOil B
onakoska, 3amorto B llpunoxenne Ne2 na ITo3HTHBHHS JICKAPCTBEH CIMCHK, NMyOJIMKyBaH Ha
Hanmonanuus chBeT 1o nemm u peummOypcupaHe Ha JIGKAPCTBEHUTE IIPOJYKTH, HPOJYKTHT
HATPUEB XJIOPUJL undys. p-p 0.9% x 500mi cak, ¢ nputexares Ha paspelicHue 3a ynorpeta
buopapm Umkenepunr AJl e peructpupan ¢ KonmyecTso B onakoska 1o 20 6post, a ne no 1 6poii B
omnakoBka. KoMucusita npejara yyacTHUKBT fa 6bc OTCTPaHEH Ha ocHoBaHue uil.69, an.l, .3 or
3011

Qbocobena nosuyus 111. Cvopdeuno-cv006a cucmema, HOMEHKNAMYPHU eOUNUU:

127 | C01BCO03 | Propafenone sol.inj. ?bsr:ﬁg/m] orn. | 50 10

Ogeprroro npeoxenne na "COODAPMA TPEWJIUHI™ AJl, rp.Codust or PUTMOKAP]] ami.
3.5mr/mn - 10myr x16p, ¢ mpurexaren Ha paspermenue 3a ymorpeba  CODAPMA AJl ue e

peructpupan B Ilpunoskenue Ne2 wna Ilo3MTHBHHS JIeKAapCTBEH CHMCHK, INYOINHKYBaH Ha
Hatonanuust ¢hBeT mo nenu u peumOypcupane Ha JiekapeTbenute mpojaykti kM 02.05.2016r.
Komucusra npeanara ysactHuksT 1a 65/1€ oTcTpaneH Ha ocHoBanue €wi.69, a1, 1.3 ot 3011

135 | COIDAO2 | Glyceryl trinitrate Aqueous solution for infusion ;gﬁqml oI 1| 1500

Odeprroro npemoxenne na "COOGAPMA TPEPUII/IHF" AJl, rp.Cousi ¢ exkapcTBeH MPOIYKT ¢
Thproeko Haumenosanue [IEPJIMHIAHUT ¢, SOmr/50Mn x 1, ¢ npuTexaren Ha pa3pelnenue 3a
ynorpeba Schwarz Pharma AG, Germany He oTroBaps Ha IeHEpPHYHOTO HAMMEHOBAHHE Ha
JIEKapCTBEHHSA MPOJYKT MOCOYCH B TEXHHYECKATa CHEIM(DUKAIMS B JOKYMEHTAIMATA 33 y4acTHE B
nponenypara Glyceryl trinitrate Aqueous. Komucusra npejyiara ydacTHHKBT Jia Gbjie OTCTpaHEH Ha
ocHoBanue 4j.69, an.1, 1.3 ot 3011

[ISIfCOSCAOI |Furosemide ]tablets |40mg |0n. | 12{
Odeprnoro upemtoxenue na "CO®APMA TPEWJIMHI™ AJl, rp.Codust or ®YPO3EMU]J] 16.

40Mr x 20 He OTroBapsi Ha H3MCKBAHETO HA BB3JNOKHTENS 3a Opoil B ONAKOBKA, 3alI0TO B
lpnnosxenne No2 na ITo3nTHBHUS JieKapeTBeH CIHCHK, MyONMKyBaH Ha HalMoHAIHHA CHBET T10
UCHH M penMOypcHpaHe Ha JIEKapCTBEHHTE MPOAYKTH, nmpoAykTst OYPO3EMUJL 16. 40Mr, ¢

HpuTeRaTeN Ha paspemenue 3a ynorpeda Codapma AJl, e perucrpupad ¢ KOIHUECTBO B ONAKOBKA
11




1o 20 Opos, a ve no 12 6post B onakoska. Komucusita npemiara y4acTHHKBT fa Objie OTCTPaHEH Ha
ocHoBanue ui1.69, an. 1, 1.3 or 30IL
Qbocobena nosuyus V1. Xopmonannuu Hpenapanit 3d CHCMEeMHO BPURodNcene, ¢ U3KI0UeHte Hd

HOJOGU XOPMOIU U UHCYIIUH, HOMCHKIAMYPHA L’()IHHH[G.’
224 | HO2ABO2 Dexamethasone sol. inj. 4mg. on |25

Odepraoro npensoxkenue Ha "CODAPMA TPEMJIUHT" AJl, rp.Codust ot IEKCAMETA30H
amrl. 4mr/mn Imn x 10 He OTroBapsi Ha M3UCKBAHETO HA BBH3JIMKHTENs 38 OPOI B ONAKOBKA, 3aL0TO
B [Ipunoxenue Ne2 na Ilosutusnus nekapctBeH cnuchbk, nyOnnkyBad Ha HaluoHanHUS CHBET MO
LeHn M peuMOypcupane Ha nekapersenure npoaykth, npoayktst JIEKCAMETA3OH amn. 4mr/mi
Imy x 10, ¢ mputeskaren Ha paspewenne 3a ynorpeba Copapma AJl, e perucTpupan ¢ KOJIHYECTBO B
onakoska 1o 10 Opos, a He mo 25 Gposi B onakoska. Komucusta npemiara yyacTHUKBLT ga Obae
oTcTpaHeH Ha ocHoBaHue W69, an.1, 1.3 or 30I1.

Obocobena nozuyusn VI Anmuungpexyuosnu aexapemeenu nPOOYKmin 3a CUCMEMHO RPUIONCEHIE,

HOMEHKAAMYPHU eOUNHUyiL:
238 | JO1CRO2 Amoxicillin/ Clavulanic acid film-coatedtablets | 875 mg/125mg | on. | 16

Odepruoro npemnoxkenne Ha "CODAPMA TPEUJMUHI" AJl, rp.Codus or MEJIOKJIAB
875mr/125mr x 140p He oTroBapsi Ha H3MCKBAHETO HA BB3JOKUTENS 38 OPOi B OMAKOBKA, 3aI[0TO B
ITpunoxenne Ne2 na Ilo3nTuBHMS NekapCTBeH CMHCHK, myOnMkyBaH Ha HaluoHamHMSI CHBET 110
LIEHH W peMMOypcHpaHe Ha JiekapcTBeHuTe npoayktH, npoaykrst MEJIOKJIAB 875mr/125mr, ¢
npuTekaTes Ha paspeuienue 3a ynorpebda Codapma AJl, e perncrpupan ¢ KOJIHMYECTBO B OMAKOBKA
no 14 6pos, a He o 16 6post B onakoska. Komucusita npejiara y9acTHUKBT Jia ObIe OTCTPAHEH Ha

ocHoBaHue 4i.69, an.1, 1.3 ot 30I1.
240 | JOICRO4 Sultamicillin (Ampicillin; Sulbactam) powder for solution for injection | 1.0 g/0.5 g om. |1

O¢epraoto npemnoxkenne na "CO®APMA TPEUJIMHI™" AJl, ¢ nexkapcTBeH npoaykt Unasyn
powder for solution for injection 1.0 g/0.5 g x 1, ¢ npureskaren Ha paspemenue 3a ynorpeba Pfizer
He e perucrpupan B Ilpunoxenue Ne2 nHa I[lo3UTHBHHS JieKapcTBeH CHHCBHK, MyOJMKYyBaH Ha
Haumonanuus ceBeT no HeHH U peumOypcupane Ha siekapcrsenute npoayktd kbM 02.05.2016r,
KomucusaTa npeayiara y4aCTHUKBT Jia Objie OTCTpaneH Ha ocHoBanue 469, an. 1, 1.3 ot 30I1.

264 | JO1EEO1 Sulfamethoxazole/Trimethoprim | tablets 400mg/80mg oIl 20

UpepTHOTO nipeioskeHre Ha "CUMAPMA ll’l:,f/'l,unﬁl - A, ¢ siekapcTBed npoaykt bHMCELITTOJ
amri 80mr/mn + 16mr/mn Smn x 10, ¢ npurekaten Ha paspeiienue 3a ynotpeba Warsaw
Pharmaceutical Works Polfa SA, Ilonura se orrosapst Ha yiekapcrseHata (JOpMa KbM TEXHUUECKATA

crielH(pUKaLIHs.
Komucusra npeuiara yuacTHUKBT 1a Obae OTCTpaHeH Ha ocHoBanue 469, an. 1, 1.3 or 30I1.

265 | JO1EEO1 Sulfamethoxazole/Trimethoprim | concentrate for solution for infusion | 80mg/ml + 16mg/ml — 5ml | on. 10

OdeprroTo npemnosxenue Ha "CODAPMA TPEUIMHI™ AJL, ¢ nekapersen npoaykr BUCEIITOJI
10. 120Mr x 20, ¢ nmpuTekaresn Ha paspeuienue 3a ynorpedba Warsaw Pharmaceutical Works Polfa
SA, Ilomua He oTroBaps Ha JiekapcTBeHaTa (POPMa KbM TEXHHUYECKATa CrelHpHKALIHSL.

Komucusra npejuiara yqacTHUKSLT 1a Objie oTcTpaneH Ha ocHoBaunue 4,69, an. 1, 1.3 or 3011

I 268 | JO1FA09 | Clarithromycin Iﬁlm- coatedtablets |500mg |0n. I l4|

Odeprroro npemnoxenne va "CODAPMA TPEUIAHT" AJl, ¢ nekapctBer npoxykr Unasyn
powder for solution for injection 1.0 g/0.5 g x 1, ¢ npuTekaren Ha paspemeHue 3a ynorpeda Pfizer
He ¢ peructpupaH B llpunoskenue Ne2 na Ilo3uTHBHHS JiekapcTBEH CHHMCBLK, NyOJMKyBaH Ha
Haumonanuusa cbBeT Mo LEHH M peMMOypcHpaHe Ha JiekapcTseHute npoayktu kbm 02.05.2016r.
KomucusdATa npezsiara y4acTHUKBT Jia Objle OTCTPaHeH Ha ocHoBaHue 41,09, an. 1, 1.3 or 30I1.

279 | JO1GBO2 Gentamicin solution for injection ::?l gl oIl

Odepruoro npennoxenue Ha "CODPAPMA TPEMUJIUHI™" AJL, rp.Codpust or TEHTAMMHILIMH amn.
80mr/2mn x 10, we orrosaps Ha ATC kox JOIGBO2 B rexuuueckara crneuupukanus KbM

12

10




TOoKyMeHtauusaTa 3a ydacte B mpouexypara. B Ilpunoxenne Ne2 na llosuTHBHHS JIeKapCTBEH
cnuchk, nyonukyBan nHa Hanuonannust chbBer 110 1eHd H peuMOypcHpaHe Ha JIEKapCTBEHHTE
npoayktu, npoaykTsT ot 'EHTAMMWIIMH amm. 80mMr/2mi cak ¢ mpuTekates Ha paspenieHue 3a
ynotpeda Codapma AJl e perucrpupan ¢ ATC xox JO1GB03. KoMmucusita mpejyiara y4acTHHKBT J1a
OBJIe oTcTpaneH Ha ocHoBanue wi.69, an.1, 1.3 or 3011

wn

280 | JO1GBO2 Gentamicin solution for injection 80 mg/ml - 2ml | on.

Odeprioro npemioxkenne Ha "COGAPMA TPEUJIMHT AJL, rp.Codust or TEHTAMMLIMH am.
80mr/2mit x 10, He otroBaps ma ATC xojp JOIGB02 B Texnuyeckara creludpuKamus KbM
AOKyMeHTaluaTa 3a ydactue B npouexypara. B Ilpwioxenne Ne2 ma Ilo3uTHBHHS JeKapcTBEH
CIHCELK, nybnukysan Ha Hanuonannus chbBET MO IEHH W peHMMOYpCHpaHe Ha JIEKapCTBEHUTE
npoaykta, npoaykrsT ot FTEHTAMMIIMH amm. 80Mr/2mi cak ¢ mpuTexaren Ha pazpenieHue 3a
ynorpedba Codapma AJl e perucrpupan ¢ ATC xox JOIGB03. Komucusita npezara y4acTHHKBT Jia
Obze oTcTpanen Ha ocoBanue wi.69, an.l, 1.3 ot 3011

Obocobena nosuyua XI1. Pasnu, nomenxnamypuu edunuyu:

420 | VOTABOO Water for injection solution for | 10ml | on. 20
injection

Odeprioro npeiokenne nHa "CODAPMA TPEWMJIMHI™ AJl, ¢ NekapcTBEH HpPOIYKT
CTEPHUJIM3PAHA BOJIA amm. 10m x 1 - 3a HIDKEKIHH, ¢ NPUTEKATEN Ha pa3peiicHue 3a
ynorpeba COOAPMA AJl ne ¢ perucrpupan B Ilpuinoxenne Ne2 na ITozutusHMS JiekapeTBeH
cnuchk, nyOnukyBaH Ha Harponamuus cbBer 10 IeHH W peMMOypcHpaHe Ha JIEKAPCTBEHHTE
npojykru kpM 02.05.2016r. Komucusita npejuiara y4acTHUKbBT Jia ObJIe OTCTpAHEH Ha OCHOBAaHHE
.69, ain. 1, 1.3 or 3011

"OLOHUKC ®APMA" EAJL rp.Codus B npeicTaBeHoTo TEXHHYCCKO NPE/UIOKCHHE —

O6pasen Ne9 1o oepupanuTe HOMEHKIATYPH Ha 000COOEHHTE MO3UIIMH YIACTHUKET € MPEUI0IKHIT
CPOK 3a JIOCTaBKa 3a NMEPHOJMYHH U CIIEIIHH 3asBKH, OCTATHYCH CPOK Ha T'OJIHOCT HA JIOCTABIHUTE
JICKAPCTBEHH MPOJIYKTH M CPOK Ha OTJIOKCHO IUIANIANE, OTTOBAPSIIIH HA MHUHHMAITHHTE H3MCKBAHHS
Ha BL3TIOKHTEIS.

ObpaszensbT € IONBIHEH KOPEKTHO M CHOTBETCTBA HA HM3HCKBAHHATA HA BBH3JIOKHTEIS,
MIOCOYEHH B JIOKYMEHTAIMATA 32 YYaCTHE B IIPOIIE/IypaTa

Ilpejutaranute JsiekapcTBeHH HpoayKTH B Ipunoskenue Nel KbM — TEXHHUYECKOTO
IpeUI0KEHHE OTIrOBapsAT HA TEXHUYECKATa CICIU(HUKAINS Ha BRIOKHTEIS KbM JOKYMEHTAIHATA 32
y4acTHe B IIPOLE/lypaTa ¢ H3KJIIOUeHHE Ha:

Obocobena nosuyus I/lexapemeenu npodykmu 3a Xpanocmuiamenna cucmema u memaboiuso,

HOMEHKAAMYPHU eOUHUYU.
1 A02BA03 Famotidine film.tabl 20mg on. |30

Odepruoro mpesnoxenne va "ObOHUKC GAPMA" EAJL, rp.Copust or DAMOTHUJIMH TABJL
20MI" X 20 ALK ne oTroBapsi Ha M3MCKBAHETO Ha BH3JIOXKHTENS 3a Opoil B ONMAKOBKA, 3aIOTO B
Hpunoxenne No2 na ITo3HTHUBIMS JIEKAPCTBEH CIHCHK, MyOnmmkysan na HanmoHaanusi chBET 110
IICHH U penMOypcHpane Ha JleKapeTBeHHTe poyKTH, npoayktst GAMOTHUIUH TABJL 20MI" X
20 ALK, ¢ npurtexaren Ha paspeinenue 3a ynorpeda ALKALOID e peructpupan ¢ KOJTHYecTBO B
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onakoska 110 20 6pos, a He mo 30 6post B onakoska, KoMmucusa npejyiara y4acTHUKBT Ja Objie
OTCTpaHeH Ha ocHoBaHKe 41,69, an.1, 1.3 ot 3011,

Fl ' A07EC02 Mesalasine tab.gastr.res. 250mg on | 100

Odepraoro npemnoxkenne na "ObOHUKC GAPMA" EAJL, tp.Codms, ¢ nexkapersen mpojpykr
CATIODAJIK TABJI. 250MI X 100 KYTHSL, ¢ npuresxaren na paspemenme 3a yrnorpe6a
EWOPHARMA ne e perucrpupan B [punoxenne Ne2 wa Tlo3sHTHBHHS JTEKAPCTBEH CIHCDK,
nyoimkysan Ha Hatmonanuus cbser mo nexu u peuMOypcHpane Ha JEKapCTBEHUTE TIPOYKTH KM
02.05.2016r. Komucusara TIpejutara y4acTHUKBT Jia Ob/le OTCTPAaHEH Ha OCHOBaHHE 11,69, anl, .3 or
30I1.

FlZ A10ABO1L

O¢eprhoro npemnoxenne na "OHLOHUKC ®APMA" EALl, rp.Codus or MUKCTAP] 30
HEHOWIT 3MJT X 1, ne otrosaps na ATC xon A10ABO] 3 TEeXHHYECKaTa Cleln(UKAIHT KbM
AOKYMEHTaIlUATa 3a y4acTHe B mpoueiypara. B Ilpuwiosxenne No2 na IT03dTHBHES JIeKapCTBEH
CIUCEK, myOinkyBan Ha Hauwmomanuus coBer 1mo nenu u penmOypcHupaHe Ha JIeKapCTBEHHTE
MPONYKTH, NpoxykTeT ot MUKCTAPJ 30 TIEH®UIT 3MJI, ¢ IIPUTEKATE] Ha paspenieHue 3a
ynorpeba NOVO NORDISK e peructpupan ¢ ATC kon A10ADOI. Komucusra mpemiara
YYaCTHUKBT Jia ObJIc OTCTPaHEH HA OCHOBAHUE w169, an.1, 1.3 or 3011

]

Insulin human sol.inj. 300Ut

FJ A10BB09 ' Gliclazide modified-release tabletes 60mg or. 60

Odeprroto npemnoxenne na "O®LOHUKC GAPMA" EAJL, tp.Codms, ¢ sexapctsen npogykr
HAUATIPEIT MR TABJL 60MT X 30, ¢ IIPUTEKATEI Ha pasperieHue 3a yrorpeba SERVIER LABS.
He ¢ perucrpupan B Ilpunoxenne Ne2 ma TTo3uTHBHUS JIEKapCTBCH CITMCBHK, NMyONMKyBaH Ha
Hanponannus chper mo nexu u peuMOypcHpaHe Ha JieKapcTBeHHTE npoayktu kem 02.05.2016r.
Komucusra npejyiara yuactHukst na OBlie OTCTpaeH Ha OCHOBAHKE 11.69, an.1, 1.3 or 30I1.

Al14B01 Nandrolone sol.inj. S0mg/ml Iml | on. 1

51

Odeprroro mpeioskenne na "ObOHUKC DAPMA" EAJl, rp.Codusi, ¢ sexapcrsen npojiykr
PETABOJIJT AMIL. 50MI" IMJI X I/KYTUSI/, ¢ npurexaren ua paspenienue 3a ynorpebda
GEDEON RICHTER ne e peructpupan B Ilpunoxenue No2 na [lozutusnus JIEKAPCTBEH CITHCBK,
nyonnKysan Ha HalMoHanHus ¢hBeT Mo 1eHd u peuMOypcHpaHe Ha JIeKapCTBEHHTE TIPOJYKTH KHM
02.05.2016r. Komucusira lpe/iiara y4acTHHUKBT J1a ObJle OTCTpaHeH Ha OCHOBANHE w169, an.1, 1.3 ot
3011

58 [ BOIABO1 Heparin vial.i.m, 50001U/m1sml | om. 10

Odeprroro  npemioxkenne na "OLOHUKC GAPMA" EAJl, rp.Copus or XEIIAPMH
®JL1.250001U/5MJ1 5 MJL.X10 BRAUN ne OTroBapsi Ha M3HCKBAHETO Ha BB3IOXKHTENS 3a Opoil B
OltakoBKa, 3amoro B llpunoxenne No2 wma TTo3uTHBRHES JIEKAPCTBEH CHHCEHK, IyOJMKyBaH Ha
Hatuonamuus cnBer 1o uenn u penMOypcHpane Ha JieKapcTBEHHTE NPOAYKTH, IPOJYKTHT
XEITAPHUH ®J1.250001U/5MJI 5 MJL.X10 BRAUN, ¢ npurexaren na pasperenne 3a ynorpeba
B.BRAUN MELSUNGEN e PCTHCTPUPAN € KOTMYCCTBO B ONaKoBKa 110 1 6pos, a ne no 10 Gpost B
onakoska. KomucusTa npejyiara yuactHuksT na 6b)ie OTCTPaHEH Ha OCHOBaHWe W69, an.l, 1.3 or
JOIT.
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Obocobena nosuyus 11. Kpve u kpveomeopnu opeani, HoMeHKIGMYPHU eOUHUYU,

97 | BOSBBO1 Natrium Chlorid solution for infusion 9mg/ml 100ml | on. 50

Odeproro npeutoxenne na "O®bLOHUKC ®APMA" EAJT, rp.Codus or HATPUEB XJIOPUJI
MH®.P-P 0,9% 100MJI BRAUN He oTroBaps Ha H3HCKBAHETO HA BB3IOKHTENs 3a Opoif B
OmakoBka, 3amoTo B llpunoxenne Ne2 na I[lo3UTHBHMA JEKAPCTBEH CIHMCHK, NMYOJIMKYBaH Ha
Harpronanuust chBeT Mo neHn u peumOGypcupaHe Ha JIGKAPCTBCHHTE IPOJYKTH, MPOIYKTHT
HATPHUEB XJIOPWJIT MH®.P-P 0,9% 100MJI BRAUN, ¢ mpnteskaren Ha paspelicHHe 3a
ynorpeba B.BRAUN MELSUNGEN e perucrpupan ¢ KOJHUeCTBO B onakoBka 110 20 6posi, a He 110
50 Opost B omakoska. KomucHsiTa npejyiara yyacTHUKST Jia ObJIe OTCTPAHEH HA OCHOBaHHE WI.69,
an.1, 1.3 or 3011

Serum Physiologicum
0.9%

Odeprioro npemnoskenne na "®bOHUKC ®APMA" EAJ, rp.Cous or HATPUEB XJIOPU]]
MH®.P-P 0,9% 100MJI BRAUN He orrosaps Ha H3MCKBAHETO HA BB3JIOKHTENS 34 Opoii B
onakoska, samoto B IIpwioxenne No2 na I[lo3HTHBHHMS JIEKAPCTBEH CIHMCHK, NYOJMKYBAH Ha
Hanmonanuus cbBer 10 nenm u pemmOypcupane Ha JIGKAPCTBEHHTE IIPOJYKTH, IPOAYKTBT
HATPUEB XJIOPHU]T UH®.P-P 0,9% 100MJI BRAUN, c IIpUTEXKATe]l Ha pasperieHde 3a
ynorpeba B.BRAUN MELSUNGEN e peructpupan ¢ KoJHUECTBO B onakorka o 20 6pos, a He 1o
96 Gpost B omaxoBka. KoMucHsTa npejuiara y4acTHHKLT Jia ObJe OTCTPaHeH Ha OCHOBamue 4i.69,
am.1, t.3 or 30I1.

98 | BOSBBO1 solution for infusion 100ml o11. 96

Serum Physiologicum
0.9%

Odeprroro npeuoxenne na "®bOHUKC ®APMA" EAJI, rp.Codus or HATPUEB XJIOPUJT
WH®.P-P 0,9% 500MJI BRAUN me oTropaps Ha H3HCKBAHETO HA BH3TOKHUTENS 34 Opoil B
onaxkoska, 3amoro B Ilpumoxenne Ne2 na ITosuTHBHMS JiekapcTBeH CIHCHK, NyGIMKYBaHm Ha
Hanuwonannus chBer mo memnm u penmOypcupane Ha JIeKapCTBEHHTE TPOJYKTH, HPOJYKTHT
HATPUEB XJIOPUJT UH®.P-P 0,9% 500MJI BRAUN, ¢ npurexaren Ha paspeleHue 3a
ynorpeba B.BRAUN MELSUNGEN e perucrpupan ¢ KOJH4ecTBO B OMAKOBKA 110 10 Oposi, a He 1o
20 Gpos B omaxoBka. Komucusta mpeyiara yqacTHHKBT jia Gble OTCTPaHEH Ha OCHOBaHHE WI.69,

10 solution for infusion 0,9%500ml on. 20

BO5SBBO1

L1, T.3 T 3UIL.

102 | BOSBBO1 Sodium Chlorid solution for infusion 9g/1 - 500 ml on. 20

Odeprroro npemoxenne va "ObOHUKC ®APMA" EAJ, rp.Copust or HATPUEB XJIOPHU/T
HUH®D.P-P 0,9% 500MJI BRAUN me oTrosaps Ha HM3HCKBAHETO HA BBL3JIOKHTEI 3a Opoit B
onakoska, 3amoto B Ilpmmoxenne N2 na ITo3uTHBHHS JICKApCTBEH CHHCHK, MyGNHKYBAH Ha
Hanmonanins c¢bBeT 1o neHn u peuMOypcupaHe Ha JICKAPCTBEHHTE MPOJYKTH, IPOAYKTHT
HATPUEB XJIOPUJT UH®.P-P 0,9% 500MJI BRAUN, ¢ mnpurexaren na paspelieHue 3a
ynorpeda B.BRAUN MELSUNGEN e peructpupan ¢ KOITHYECTBO B OMAKOBKA 110 10 bpost, a He 1o
20 6post B onaxoska. KomucHsTa mpeyiara yUacTHHKBT 1a Objie OTCTpaHEH Ha OCHOBaHHE WI.6Y,
an.l, t.3 or 30I1.

103 | BOSBBO1 Natrium Chlorid solution for infusion 9g/I- 500 ml on. 20

Od¢eprroro mpemnoxenne Ha "®bOHUKC ®APMA" EAJ, rp.Copus or HATPUEB XJIOPU]T
NHO.P-P 0,9% 500MJI BRAUN He oTroBapsi Ha H3UCKBAHETO HA BBNONHTES 34 Opoit B
omakoBska, 3amoro B Ilpunoxxenne Ne2 wa ITO3HTHBHHS JIeKapcTBEH CITHCHK, myOnmuKyBaH Ha
Hanponanuns ceser no memnm u peumbypeupane Ha JIeKAPCTBEHHTE IPOJYKTH, TPOAYKTHT
HATPUEB XJIOPUJ UH®.P-P 0,9% 500MJI BRAUN, ¢ MPUTEXKATE)] Ha pa3pelicHue 3a
ynorpeba B.BRAUN MELSUNGEN e perucrpupan ¢ KOJHYECTBO B OMaKosKa mo 10 Opos, a He 110
20 Gpos B onaxoBka. KomucHsiTa Ipejuiara yyacTHHKBT Jia Gbje OTCTPaHEH Ha OCHOBaHHe WI.69,
an.1, 1.3 or 30I1
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108 | BOSBCO01 Mannitol solution for infusion 15%500ml oIl 20

Odeprroro npemnoxenne na "O®bOHUKC ®APMA" EAJ, rp.Copus or MAHUTOJI UH®. P-P
15% 500MJI ne orroBaps Ha M3MCKBAaHETO Ha BB3IOKMTENS 3a Opoll B OIAKOBKA, 3alIOTO B
[punoxenue No2 na ITo3UTHBHUS JIeKapcTBEH CIMCHLK, MyOmMKyBan na HammoHamHHs CBBET 110
IeHH H peuMOypcHpane Ha JeKapcTBEHHTE MPOAyKTH, npoaykrsT MAHWUTOJI UH®. P-P 15%
S00MJL, ¢ mpurexaren Ha paspenienue 3a ynorpeba B.BRAUN MELSUNGEN e peructpupan c
KOJIMYECTBO B onakoBka 110 10 6pos, a xe o 20 Opost B onakoska. KoMucusita mpejyiara y4acTHUKbT
Jla OpJ1e oTcTpaneH Ha ocHoBanue .69, an.1, .3 ot 30I1.

114 | BOSXAO01 Potassium Chloride solution for injection :Sﬂﬂlyml o 5

Odeprnoro mpeanoxenne na "®HLOHUKC ®APMA" EAJ, rp.Codus or KAJIMYM XJIOPATYM
AMIL 14.9% 10MJI X 20 BRAUN wme orrosapsi Ha M3MCKBAHETO HA BHL3JIOKHTEIS 3a Opoil B
onakoska, 3amoto B llpunoxenne Ne2 wa [lo3uTHBHHS JIeKapCTBEH CIHCHK, NMyOJIMKYyBaH Ha
Hanuonanuus cnBeT 1o neHn u peuMOypcupade Ha JIEKAPCTBEHHTE IIPOLYKTH, IPOAYKTHT
KAJINYM XJIOPATYM AMIIL 14.9% 10MJI, ¢ npuTexaren Ha paspelieHue 3a yrnorpeba
B.BRAUN MELSUNGEN e peructpupan ¢ Koju4ecTBo B onakoBka mo 20 6pos, a ne 1o 5 6pos B
ornaxkoBka. KomucusTa npesjara yyacTHHKBT Jia ObJIe OTCTpaneH Ha ocHoBanue 4wi.69, an.l, 1.3 or
SOL],

Obocobena nosuyus Il.Jlexapcmeenu npodykmu 3a cvopdeuno-cv006a cucmema, HOMeHKIAmMypHlL

eouUHUYU!

156 | CO3CA04 Torasemide prolonged Smg on. |30
realeasetablets

Odeprroro npeyyiokenne na "®bOHUKC ®APMA" EAJL, rp.Codusi, ¢ JeKapcTBEeH MIPOAYKT
TOPCHUT SR TABJI. SMI" X 30, ¢ npurexaren Ha paspeurenne 3a yrnorpeba UNIPHARMA we e
perucrpupan B Ilpunoxenne Ne2 na ITo3HTHBHMS JIGKapCTBEH CHNUCHK, MyOIMKyBaH Ha
Haumonannus cheer mo nenn u pemmOypeupane Ha JekapetsenuTe npomyktu koM 02.05.2016r.
Komucusra npejyiara yuactTHHKbT jia Objie OTCTpaHen Ha ocHoBaHHe Wi.69, a1, 1.3 ot 30I1.

166 [ C04ADO0O3 Pentoxifylline solution for 20mg/ml Sml | on. | 10
injection/infusion

Odepraoro npemnoxenue ma "OBOHUKC ®APMA" EAJL, rp.Copus or IIEHTUJIMH AMIL.
100MI" SMJT X 5/KYTHSI/ ne orroBaps Ha H3HCKBAHETO Ha BH3JIOKHTENS 3a Opoif B OIaKoBKa,
sawmoro B [Ipunoxkenue No2 na ITo3uTHBHHS JIGKAPCTBEH CIHCHK, NyOnuKyBaH Ha Harmonanmxus
CBBET IO IIEHH U peHMOypcupaHe Ha JIEKapCTBEHHUTE IPOyKTH, npoaykrsT [IEHTUJIMH AMII.
100MI" SMIJI, ¢ mpurexaten Ha paspeutenue 3a ynorpeba KRKA e perucrpupan ¢ KoJqHyecTBo B
onaxkoBka 1o 5 Opost, a ne no 10 Gpos B omakoBka. KoMmucusTa Tpejuiara y9acTHHKBT fa Obie
OTCTpaHEeH Ha ocHOBaHMe W69, an.1, 1.3 ot 30I1.

170 | CO4AX21 Naftidrofuryl capsules, hard 100mg oIl 20

Odepraoro npemiokenue na "®bOHUKC GAPMA" EAJ], rp.Codus ot JIY3OJIPUII KAIIC.
100MI" X 50 me oTroBaps Ha H3UCKBAHETO Ha BBLIJIONKMTENI 3a Gpoif B ONAKOBKA, 3aIOTO B
[Ipunoxenne N2 na ITo3uTuBHHMS NEKapcTBEH CIMCHK, MyOnuKkyBan Ha HauuoHanHus chbBer 10
IICHH H peMMOypcHpane Ha JIeKapCTBEHUTE MPORYKTH, mpoaykteT J[Y30JPHUII KATIC. 100MI" X
50, ¢ mputexaren Ha paspemrenne 3a ynorpeba MERCK E. AG e perucTpupal ¢ KOJIHYECTBO B
omakoBka 1o 5 6pos, a ne no 10 6post B omaxoska. Komucusra npemmara yuacTHUKBT 2 Obje
OTCTpaHeH Ha ocHoBaHue wi1.69, an.l, 1.3 ot 30I1.
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198 [ CO9AALS Zofenopril calcium film-coatedtablets | 30mg on, |28

Ogeprioro npeutoxenne na "®bLOHUKC DAPMA" EAJ, rp.Codusi, ¢ JexapcTBeH MPOAYKT
30®GEH TABJL 30MI" X 60, ¢ mpureskaten Ha paspenrenne 3a ynorpe6a BERLIN CHEMIE
MENARINI we e peructpupan B Ilpunoxenme N2 na ITO3HTHBHHS JIEKAPCTBEH CITHCHK,
nybmukysan na Halonannus ¢hBeT [0 neHH 1 penMBypcHpane Ha JICKApCTBEHHTE TIPOJYKTH KbM
02.05.2016r. Komucusita npe/yiara yqacTHHKST Jia Objie OTCTpaHeH Ha ocHoBaHHe 4i1.69, a1, 1.3 o1
30I1.

(199 CO9BA02 Enalapril/Hydrochlorthiazide | tablets 20/12,5mg o, 28

Ogeprnoro npemioxenue na "®LOHUKC ®APMA" EAJL, rp.Codus, ¢ nekaperBed npojaykr KO-
PEHUTEK TABJI. 20/12,5MI" X 28, ¢ nputesxaren Ha paspemenue 3a ynorpeba MERCK SHARP
& DOHME ID ne e perucrpupan B Ilpunoxenue Ne2 na TIO3HTHBHHS JIEKapCTBEH CIIHCHK,
mybimKyBaH Ha Harmonaiuus chbBeT 110 1eHH W penMBypCHpate Ha JIeKapCTBEHHTE TIPOYKTH KbM
02.05.2016r. Komucusta npejuiara yuacTHUKBT Ja OBJIe OTCTpaHEeH Ha OCHOBaHKe wi.69, a1, 7.3 or
3011

Obocobena nosuyus  1V. Jlepmamonozuunu  nexapemeenu  npooykmu, HOMEHKIAMYPHU

eouHUYU:
215 | D08AGO02 Povidone-iodine cut. sol 7,5g/100g1000ml  [om. |10

Odepraoro  npejuioxkenne na "OBOHUKC ®APMA " EAJ[, rp.Codus or Jodseptadon
sol.cut.10%1000ml me orrosaps Ha H3MCKBAHETO HA BBLAIOKHTENS 3a KONMUECTBO AKTUBHO
BEINCCTBO, 3amI0To odepupanuat npoaykrsT Jodseptadon sol.cut.10%1000ml ¢ mpoussommren
XuMakc e perucTpHpaH ¢ KOJMYECTBO akTHBHO Bemectso 10%1000ml, a me 7,5g/100g1000ml.
Komucusra npesuiara yuactHUKBT 1a Gb/1e oTcTpanen Ha ocHoBanue w69, a1, .3 or 3011,

216 | DOSAGO02 Povidone-iodine cut, sol 7,5¢/100g100ml | omn, 1

Ogeprioro npeanoxenne na "®bOHUKC ®APMA" EAJ, rp.Codusl, ¢ JIEKapCTBEH MPOAYKT

PIOI[CEHTAI[OH 100MJI, ¢ npurexaren na paspemenue 3a ynoTpeba XMMAKC me e
peructpupan B llpuinoxenne Ne2 na ITo3sMTHBHHSL JIGKapCTBEH CIHCBK, NyONMKyBaH Ha
Haronannns cbBer 1o nenn n penmbypeupane Ha JeKapcTBeHHTE TPOAYKTH KbM 02.05.2016r.
Komucusita nmpeuiara yuacTHUKBT 1a Obj1e OTCTpaHeH Ha ocHoBaHHe Wwi.09, an.1, 1.3 ot 30I1.

Obocobena nosuyus VIL Anmuunexyuosnu nexapemeenu npodykmu 3a cucmemio npunooicenue,
HOMEHKIAMYpPHA eOunuya:

Amoxicillin/ Clavulanic
acid

Odeprroto mpejuoxenne na "®bOHUKC ®APMA" EAJ, rp.Codust, ¢ neKapcTBEH MPOJIYKT
MEJIOKJIAB TABJI. 1I'P X 14, ¢ npuresxaten Ha pa3pelieHue 3a ynorpeba MEDOCHEMIE Ltd e
¢ peructpupan B Ilpmnoxenne No2 na IlosuTHBHMS JIeKapeTBEH CHHCBK, MyONHKYBaH Ha
Hauponanuus chper mo nenn n peumGypeupane Ha JieKapcTBeHHTe IPOAYKTH KbM 02.05.2016r.
Komncusita npesnara yuactHuksT 1@ Gbjie OTCTpaHeH Ha ocHoBanue wi.69, air. 1, 1.3 or 3011

239 | JOICRO2 film-coatedtablets 875 mg/125 mg | on. 14

240 | JOICR04 Sultamicillin (Ampicillin; Sulbactam) powder for 1.0g05¢g on. |1
solution for
injection

e



Ogeprroro npemwioxenne Ha "®bOHUKC ®APMA" EAJL, rp.Codus, ¢ JeKapcTBeH MpOayKT
Unasyn powder for solution for injection 1.0 g/0.5 g x 1, ¢ npuTexarel Ha paspenieHue 3a ynorpe6a
Pfizer ne e perucrpupan B Ilpunosxenue No2 na ITozurusHus JIEKAPCTBEH CIUCHK, MyOJIMKYBaH Ha
Harronanins ceser 1o nenu u penmOypcupane Ha JekapeTBeHuTe Tpoayktd kem 02.05.2016r.
Komucusira nipejuiara yuacTuksT na 6b1e oteTpanes Ha ocnosanue wi.69, a1, 1.3 ot 3011,

om |1

o

246 | JOIDDO1 Cefotaxime powder for solution for
injection/infusion

OdeprroTo npemnoxenne Ha "ObOHUKC ®APMA" EAJT, rp.Copus or IITE@OTAKCUM-MMUIT
OJI. 1T'P 15MJI X 10 e otroBapst Ha M3UCKBAHETO Ha BH3JIOKHTENs 3a OPOI B OMAKOBKA, 3aII0TO B
Ipunoxenne No2 na ITo3HTHBHHMS JleKapcTBEH CIHCHK, nyoJNMKyBan Ha HainuoHajHWsl CHBET 10
LeHH U peUMOypCHpane Ha JIEKapCTBEHHTE NPOAYKTH, TTpoayKThT LIEGOTAKCUM-MUIT ®JI. 1TP
ISMII X 10, ¢ npurexaren na pasperienue 3a ynorpeba MIP Pharma GmbH e peructpupan ¢
KOJIMueCTBO B omakoBka 1o 10 6post, a e no 1 Gpoit B onakoska. KomucusTa npejuiara yaacTHUKBT
Jia ObJ1e OTCTpaHeH Ha OCHOBaHME 4i1.69, an.1, 1.3 ot 30I1.

249 | J01DD04 Cefiriaxone powder for lg on |5
solution for
injection

Odepruoro npennoxenue na "GHOHUKC ®APMA" EAJL, rp.Codpus MEJJAKCOH ®JI. 1IP X 1
HE OTroBaps Ha M3HCKBAHETO Ha BB3JIOXKHMTEIs 3a Opoil B onakoska, 3amoro B [Ipunoxenne Ne2 na
Hosurnsrust sekapersen cuchk, ny6nuKyBan Ha HanuoHa Hms CHBET MO TEHH W peuMOypeHpaHe
Ha JICKapCTBEHUTE MPOAYKTH, NpoayKTsT MEJIAKCOH ®JI. 1I'P, ¢ npurexaren Ha paspemienne 3a
ynorpeba MEDOCHEMIE Ltd e perucrpupan ¢ konuuecTso B onakoska 1o 1 6poit, a e 1o 5 Opost
B onaxoBka. KoMucusTa npejyiara yqacTHHKST Jia Ob/1e OTCTpaneH Ha OCHOBaHMe WI.69, ar.l, 1.3 ot
3011

251 | J01DD04 Ceftriaxone powder for solution for g om. |10

injection

Odeprnoro npemnosxenue na "®bOHUKC GAPMA" EAJI, rp.Codus, or Menakcon ¢ur.lr we
OTroBapsl Ha M3MCKBAHCTO HA BH3JIOKHUTENA 3a Opoil B omakoBka, 3amoro B Ilpunojxenue Ne2 Ha

llosuTuBHMS TeKapcTBeH CUCHK, MyOnuKyBaH Ha HaruoHatHus ¢hBET M0 HEHH 1 peumOypcupaHe
Ha JIeKapcTBEHHTE NPOAyKTH, TpoaykTsT MEDAXONE 1 G powder for solution for injection/
infusion 1lg, ¢ npurexaren na pasperuenue 3a ynorpeda Medochemie Ltd., Cyprus e peructpupai ¢
KoJmuecTBO B onakoBka 1o 100 Gpost, a me mo 10 Opos B omakoska. Kommcusara mpejrara
YYaCTHHKET JIa OBJIe OTCTpaHeH Ha ocHoBaHKe w69, ain.1, 1.3 or 3011,

253 | J01DDO04 Ceftriaxone solution for injection 2g on, |10

Odeprroro npenosxenne na "®PbOHUKC ®APMA" EAJL, rp.Codusi, or  Menakcon ¢Gi.2r He
OTroBapd Ha M3HCKBAHETO Ha BBH3JIOKHUTENIA 3a Opoil B omakoska, 3amoro B Ilpumoixenne Ne2 Ha
[TosuTuBHMS JTeKapCTBEH CIUCHK, NMyOnuKyBaH Ha HaluoHaIHUS CHBET 110 HEeHH peumOypcupane
Ha Jyiekapcersenute nponyktH, npoaykrsT MEDAXONE 2 G powder for solution for injection/
infusion 2g, ¢ npuTexaren Ha pasperenue 3a ynorpe6a Medochemie Ltd., Cyprus e perucrpupan ¢
KOJIMYECTBO B ONakoBKa o 50 6post, a He 1o 10 Opost B onakoska. KoMucusTa mpe/iara yyacTHHKBT
Jia ObJIe OTCTpaHeH Ha ocHoBauMe wW1.69, am.1, 1.3 or 30I1.

255 |10IDDI12 Cefoperazone powder for solution for injection 2000mg on. |5

Odepraoro mpemoxkenne na "ObOHUKC ®APMA" EAJL, rp.Coust, or MEJIOIED ®JI. 2 Pre
OTroBaps Ha M3UCKBAHETO HA BBH3IOXHTENs 3a Opoil B omakoBka, samioro B Ilpunoxenne Ne2 ma
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ITo3uTHBHMS JieKapCTBEH CHUCHK, yOnuKkyBaH Ha HalHOHAIHHS CHBET MO 1EHH | peumMOypcupate
Ha JiekapCTBeHUTE NPOAYKTH, npoaykTsT MEJOLIE® ®JI. 2I'P, ¢ npurexaren Ha pa3pelieHue 3a
ynotpeda Medochemie Ltd., Cyprus e peructpupan ¢ kosmuectso B onakoska o 10 Gposi, a He 1o 5
Opost B omakoska. Komucusita npeayara y4acTHHKBT fa ObJie OTCTPaHeH HA OCHOBaHue 41,69, an. |,
1.3 ot 30I1.

258 | JO1DD62 Cefoperazone/Sulbactam | powder for solution for injection lgllg oIl 1

Odeprroro npennoxenne na "®hOHUKC ®APMA" EAJL, rp.Codus, or CYJILIE®D ®JI. 1TP/1TP
HE OTroBapsi Ha H3HCKBAHETO Ha BBH3JIOKUTENs 3a Opoi B omakoBka, 3auoro B [Tpunoxenne Ne2 Ha
[MosutnHms NekapcTBen cnuchk, nybiikysan Ha HalMoHamHis ChBET 10 LeHH 1 PenMOypcHpane
Ha JIeKapcTBEHUTE MPOAYKTH, NpoaykTbT MEJIOLIE® ®JI. 2I'P, ¢ nputexaten Ha paspeuieHue 3a
ynorpeda Medochemie Ltd., Cyprus e peructpupan ¢ kou4ecTBo B ONakoBka 1o 25 6pos, a e no |
Opoii B onakoska. Komucusita npejuiara ysacTHHKBLT Ja Gbjie OTCTPaHEH HA ocHoBaHue w169, a1,
T3 o 301L

260 | JO1DEO1 Cefepime

powder for solution for injection or
infusion

Odeprroro npennosxenne na "®hOHUKC ®APMA" EAJT or Cefepime Kabi powder for solution
for injection or infusion 1g - 20 ml He oTroBapst Ha M3HMCKBAHETO HA BBLANOKHTENS 3a BHAA HA
onakoskata, 3amoto npoaykrst Cefepime Kabi powder for solution for injection or infusion 1g - 20
ml, ¢ npuTexaTen Ha paspeuenne 3a ynorpeda ®pesennyc Kabu Buirapus EOOJ] e perucTpupan ¢
KOJIM4eCTBO B onakoska 1o 10, a ve no 1 6poit B onakoska. Komucusita npesiara yuacTHUKBT 1a
Obsie oTcTpaHeH Ha ocHoBanue 41.69, ai. 1, 1.3 or 3011

g or. 1

268 | JOIFA09 Clarithromycin film- coatedtablets 500mg OIL 14

O¢eprroTo npemnoxenne na "®bOHUKC ®APMA" EAJL, rp.Codus, ¢ JIEKAPCTBEH MPOJYKT
OPOMUJIM/L TABJIL. SOOMI" X 14, ¢ npurexaren Ha paspemenue 3a ynotpeba KRKA He e
peructpupan B llpunoxenne Ne2 na IToSMTHBHMA JIEKADCTBEH CHMCBK, NyONMKYBaH Ha
Hatmonanuuns c¢hBer mo uenn n peumOypcupaHe Ha JiekapcTBEHHTE TPOaykTH KbM 02.05.2016r..
Komucusita npennara yuacTHuksT 1a Objie OTCTpaHeH Ha OcHoBaHMe 469, an. 1, T.3 ot 3011

269 | JO1FA09 Clarithromycin prolong releasetablets 500mg OIL %

Ogeprroto npennoxkenne Ha "®LOHUKC DAPMA" EAJIL, rp.Codus, ¢ snekapcrsen MPOIYKT
OPOMMIIMJ] YHO TABJL 500MI" X 7, ¢ npuTexates Ha paspelieHue 3a ynorpedba KRKA He e

peructpupan B Ilpunoxenue Ne2 wna IlosutuBHua nexapcTBeH crucbk, nyOiuMKyBaH Ha
Hauunonannust chBeT 1o ueHd M pemmOypcupaHe Ha JieKapcTBeHHTE npoaykth kbM 02.05.2016r.
Komucusita npeiara yqacTHHKBT fa Objie OTCTpaHeH Ha ocHoBaHue 41,69, an. 1, T.3 ot 3011

271 [ JOIFA10 Azithromycin film-coatedtablets 500mg oI, 3

Odeprroro npennoxenne Ha "®bOHHUKC ®APMA" EAJL, rp.Codus, ¢ jiekapcTBeH MPOayKT
ABHBUOT TABJLSOOMI' X 3, ¢ npurexaren Ha paspemenue 3a ynotpeba KRKA He e
peructpupan B Ilpunoskenue Ne2 na TlosurtuBHMS JeKkapcTBEH CNUCHK, NyONMKYBaH Ha
Hanumonanuus cheer mo uenn u peumOypcupaHe Ha JeKapcTBeHMTE NMpojaykTH KbM 02.05.2016r.

Komucusita npeara yuacTHUKBLT 1a Ob/ie OTCTpaHeH Ha ocHoBaHue w69, an. 1, 1.3 or 3011,
282 | JO1GBO6 Amikacin solution for 500 mg/ 2ml | on. | 10
injection/
infusion

Odeprroro npeanoxenne va "®bOHHUKC ®APMA" EAJI, rp.Codus, Cenemurmn amir.250mr/2m
HE OTroBapsli Ha M3UCKBAHETO HA BB3JOMHUTENS 32 KOJUYECTBO aKTHBHO BELIECTBO B |MIL, 3aI0TO
oepupanust npoaykr Cenemuiinn amr.250mr/2mi ¢ npoussoauten Medochemie Ltd., Cyprus e ¢
KOJIMYECTBO aKTHBHO BelecTBO 250mr/2mu, a ne 500 mg/ 2ml. Komucusita npeaiara yuacTHHKBT J1a
Objie oTcTpaHeH Ha ocHoBaHue 4i.69, an. 1, 1.3 ot 3011,

284 | JOIMAO2 Ciprofloxacin tabl. film - coated 500mg oI

19



Odepraoro npeyuiokenne na "®LOHUKC ®APMA" EAJI, rp.Codus, ¢ JeKapcTBEH MPOAYKT
[IHUITPUHOJI TABJIL. S00MI" X 10, ¢ nputexaren Ha paspemenue 3a ynorpeba KRKA me e
perucrtpupan B llpuioxenue Ne2 wma Ilo3uTHBHMS JIEKAPCTBEH CHHCHK, TNyOIMKYBaH Ha
Harmonanuns coser 1o nenn u peumbypeupane na jexaperBennte npoayktd kbm 02.05.2016r.
Komucusita nnpejiara yqactHuksT 1a Objie OTCTpaneH Ha ocHoBanue 4i.69, ai.l, 1.3 ot 3011

290 [ JOIMAL4 Moxifloxacin film-coatedtablets 400mg or. 7

Odeprnoro npeuioxenue va "CODAPMA TPEUJIAHI™ AJl, rp.Coust ¢ JiekapcTBeH MPOIYKT €
Thproseko naumenosanue TABAHMK TABJI. 500MI X 7, ¢ mpuTexartenl Ha paspelieHue 3a
ynorpeda SANOFI AVENTIS ne orrosapst Ha reHepMYHOTO HAHMMCHOBAHMC HA JIEKAPCTBEHHS
HPOJIYKT MOCOYCH B TEXHUYECKATA CleNM(pHKALNs B JIOKYMEHTAIMTA 3a YU9aCTHE B MPOIELypara
Moxifloxacin. Komucusita npemiara yuacTHHKBT 1a Obie OTCTpaHeH Ha OCHOBaHue wi.69, an.l, 1.3
ot 30IL

2 mg/ml - 300
ml

Odeprioro mpemnoxenne Ha "®HLOHUKC ®APMA" EAJL rp.Codus, ¢ jexapcTBeH HpOJyKT
SUBOKCHUJT COJLUH®.2MI/MJI 300MJI X 1, ¢ mpurexaren Ha paspemienyie 3a ymorpeba
PFIZER HOSPITAL wue e perucrpupan B Ipunoskenue No2 wa [TosuTupnus JIEKapCTBEH CIHCHK,
nyOmiKyBsan Ha HalMonainus ChBET 10 UeHH W PeMMOYpCHpane Ha JIEKAPCTBEHHTE IPOJAYKTH KBM
02.05.2016r. Komucnata nmpejuiara yqacTHHKST Jia GbJie OTCTPAHEH Ha OCHOBaHMe W69, am.l, T.3
ot 3011

299 | JOIXDO08 Linezolid solution for infusion or. 10

300 | JO2ACO1 Fluconazole capsules, hard 150mg om. 3

Odeprroro npeoxenne na "®bOHUKC DAPMA" EAJ, rp.Codust, ¢ nmexapcTBeH MPOJYKT
MUKOMAKC 150 KATIC.150 MI" X 3, ¢ npuTexaTen Ha paspeiieHue 3a yrnorpeba ZENTIVA He e
peructpupan B Ilpunoxenne Ne2 na ITo3uTHBHHSA JIeKapCTBEH CITHCEK, nyOJMKyBaH Ha
Hatponannns chBeT 10 neHn 1 peuMOypcupane Ha JeKapcTBEHHTE MPOAYKTH KbM 02.05.2016r.
KomucusiTa nnpejuiara yuacTHUKBT Jia ObJie 0TCTpaHeH Ha ocHoBanue w69, aiLl. 7.3 o1 3011

301 [ JO2ZACO1 Fluconazole capsules, hard 200mg on. 1

O¢eprroro npemnoxenne Ha "OHLOHUKC DAPMA" EAJL, rp.Codusl, ¢ JmeKkapcTBeH NMPOAYKT
MEJIO®JIYKOH KAIIC.200 MI" X 1, ¢ npurexares na paspemenne 3a ynorpe6a MEDOCHEMIE
Ltd ne e perucrpupan B [lpunosxenne Ne2 na Ilozurusnus JIEKApCTBEH CIIMCHK, ITyOIHKyBaH Ha
Haronanuus ceser mo menn u peumGypcupane Ha JIGKAPCTBCHUTE npoaykru kem 02.05.2016r.
Komucnsira mpejinara ygactHUKBT 1a 6b/1e OTCTpaneH Ha ocHoBauue wi.69, a1, 1.3 ot 3011,

Obocobena  nosuyus  VIIL  Aumuneonnacmuunu UMYHOMOOYAUpAIYU  RPOOYKMU,
HOMEHKAAMYPHU eOUNUyU.

314 | LO4AX03 Methotrexate tablets 2,5mg on. 50

Ogeprroro npeyioxenne wa "®bOHUKC ®APMA" EAJL, rp.Codus, ¢ JIEKAPCTBEH IPOAYKT
METOTPEKCAT TABJI. 2,5MI" X 50, ¢ npuTeskaTen Ha paspellenue 3a ynorpeba EBEWE e e
peructpupad B Ilpunoskenne Ne2 na ITo3uTHBHMS JIEKAPCTBEH CITHCHK, nyOJNMKyBaH Ha
Hatmonanuus chBer 1o LeHn H penmOypcupane Ha JIEKAPCTBEHHTE npoaykta keM 02.05.2016r.
Komucusita npejuiara yuacTHHKST 1a Gblie OTCTpaHEH HA OCHOBAHHUE 469, am.1, .3 ot 30II.
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solution for injection or concentrate 50 mg/2 ml s 100

32 4 5 : :
for solution for infusion

MOIAEL7 Dexketoprofen

Odeprroto npemnoxenue Ha "ObOHUKC ®APMA" EAJ] or JIEKCO®EH AMIL X 5/KYTUS/ ne
OTroBapsl Ha U3UCKBAHETO Ha BH3JIOKUTENS 3a BHIA Ha onakoBkaTta, 3amoro JIEKCO®EH AMIL., ¢
npurekaren Ha paspeuienre 3a ynortpeba BERLIN CHEMIE MENARINI e perucrpupan ¢
KOJIHYECTBO B OIaKoBKa 110 5, a He 1o 100 Gpost B onakoska. Komucusra npejuiara y4acTHUKBT J1a
ObJie oTcTpaHeH Ha ocHoBaHKe wi.69, ai. 1, 1.3 ot 30I1.

Obocobena nosuyus IX. Jlexapemeenu npodykmu 3a HepeHa cucmema, HOMEeHKIAMYPHA eOunuyd:

332 | NO1ABOS Sevoflurane inhalation 250ml. onm. |6
vapour, liquid

Odepruoro npemnoxenue Ha "®bOHUKC ®APMA" EAJ| or CEBOPAH ®JL.250MJI X 1 ne
OTroBapsl Ha HW3MCKBAHETO Ha BBL3IJIOKHUTENS 3a BHJAa Ha onakopkara, zamoro CEBOPAH
@®JL250MJL., ¢ mpurexaren Ha paspemenue 3a ynorpeba ABBVIE EOOD e perucrpupan c
KOJIMYCCTBO B OIaKoBKa 1o 1, a He no 6 6post B onakoBka. Komucusita nipesyiara y4acTHHKBT Ja
On1e oTeTpaneH Ha ocHoBanue Wwi.69, ain. 1, 1.3 ot 3011

357 | NO3AGO1 Valproic acid prolonged-releasetablets 300mg OIL. 30

Odepraoto npemnoxenne Ha "®bOHUKC ®APMA" EAJT ot JIEITAKMH XPOHO 300MI" X 100
HE OTroBapsl Ha H3UCKBAHETO Ha BL3JIOMKHUTE)SI 32 BHJIa Ha onakoBkara, 3anoto JJEITAKIMH XPOHO
300MI', ¢ npurexaren na paspemenue 3a ynorpedba SANOFI AVENTIS e peructpupan c
KoJin4yecTBO B onakoBka 110 100, a ne o 30 6pos B onakoska. Komucusita npejyiara yyacTHUKBT Jia
ObJie oTcTpaneH Ha ocHoBanue wi.69, an.1, 1.3 or 30I1.

368 | NOSCDO8 Midazolam sol.inj. Smg/ml 3ml oI, 10

Odeprroro npeutoxenue Ha "ObOHUKC GAPMA" EAJ] ot JJOPMUKYM AMIL 15MI" 3MJI X
S/IKYTHS/ ne otroBapsi Ha H3HCKBAHETO Ha BB3JIOKHTEIS 3a BHJA Ha OIAKOBKATa, 3aIl0TO
JJOPMUKYM AMIL. 15MI" 3MIJL., ¢ mputeskaten Ha paspenienne 3a ynotpeba FHOFFMANN-LA

DO

I\U\/HE U pPel Hbl[.)l/lpdﬂ U RUOJHMHCUTBO B UOlIdRUOBRdA 110U 5, d HO IV 10 UPUH B OIIdRUBRd. KUMHDHHId
npejara yYacTHHKBT Ja ObJie OTCTpaHeH Ha ocHoBaHue wi.69, a1, 1.3 ot 30I1.

Qbocobena nosuyus X1 Censzopnu opeanu, HOMeHKIAMYPHA eOUHUYA.

395| SO0IBAO7 | Fluorometholone eye drops, suspension Img/ml 5ml on. 1

Ogeprroro npeioxensie Ha "ObOHUKC ®APMA" EAJL, rp.Codus, ¢ JekapcTBeH IPOIYKT
QJIAPEKC KOJIMP 0,1% SMIJI, ¢ npurexaren wHa paspemienne 3a  ynorpedba ALCON
PHARMACETICALS L ne e peructpupan B [Ipunoxenue Ne2 na [To3uTHBHHSA JIEKAPCTBEH CITHCHK,
nyOsMKyBaH Ha HanuoHamHus CBBET 11O LIEHH M PeHMOYpCHpaHe Ha JIEKAPCTBEHHTE IPOJYKTH KbM
02.05.2016r. Komucusita npejiara y9acTHHKST Aa OBbJIc OTCTpaHeH Ha OcHOBaHue WiI.69, a1, 7.3 oT
SO,

Obocobena nosuyus X1 Paznu, nomenxnamypnu eounuyu:

408 | vospcot G]ucqse/Sodlum
chloride

Odepruoro mpemnoxenne Ha "ObOHHUKC ®APMA" EAJl or CEPYM T'JIIOKO3E UH®. P-P
500MJI BRAUN He oTroBaps Ha W3HCKBAaHETO Ha BL3JOJKHTENS 33 BHJA Ha OINAKOBKATA, 3aIOTO
CEPYM TJIIOKO3E MH®. P-P 500MJI BRAUN., ¢ nputexaren Ha paspelieHde 3a yrnorpeba
B.BRAUN MELSUNGEN e perucrpupan ¢ kosu4ectBo B onakoska mo 10, a ne mo 20 Gpost B
onaxkoBka. KomucusaTa npejiara yuacTHHKBT Jia ObJie OTCTpaHeH Ha ocHoBanue wi.69, am.1, 1.3 or
3011

SoE- on. 20

solution for infusion 500 ml
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100 g/l - 500
ml

Odepruoro npeuioxenne na "O®bOHUKC GAPMA" EAJT ot I'TIFOKO3A MH®. P-P 10% 500MJI
BRAUN He oTrosapst Ha H3HCKBAHETO HA BH3IIOIKHTENS 34 BHJIAa Ha ollakoBKara, 3amoro I'JIFOKO3A
MH®. P-P 10% S500MJI BRAUN, ¢ upurexaren ma paspemienre 3a ynorpedba B.BRAUN
MELSUNGEN e persctpupan ¢ KonMYecTBO B ONAKOBKA 110 10, a He mo 20 Opost B onakoska.
Komucnsita npejiara yuactHuksT na OBJle oTcTpaneH Ha ocHosanue w69, an. 1, 1.3 ot 30I1.

416 | VO6DCO01 Glucose solution for infusion on. 20

IV. Bpe Bpp3Kka ¢ yabiokapame cpoka 3a NPUKITIOUBaHE Ha paboTaTta Ha KOMMCHSTA,
Boanoskurenst wsnpatm nmcma 0 BCHUKH  yuacTHMIM 34 npejcrapsne na Jlexnapamis 3a
YABJDKABAHE Cpoka Ha BAJMAHOCTTA Ha NOCTBIMIMTE O(EpPTH U Yib/KABAHE CPOKA HA rapaHIHAiTa

34 y4acTHC B IIporeaypara.
KoMucusita KOHCTarupa, 4ye BCHYKH YJacTHHIM ca IIpeACTaBHITA H3HCKYCMHUTE JIOKYMCHTH B

onpejiesienus ot Be3oxurens CpPOK.

V. Crnen karo ce ysepu, ue He e IpuilokuMa xuroresara Ha wi. 70, an. 1 ot 3011, komucusTa
IIPCMHHA KBM OIECHKA HA TEXHHYECKUTE MPE/UIOKEHHS Ha JOTyCHATHTE YUACTHHLM CHIJIACHO
METOJIMKATa 3a OLICHKA OIMCAHA B JIOKYMEHTAIUSTA 32 YUACTHE B Iporie/rypara.

[ToxazaTen 3a oneHka Ha TEXHUYECKOTO NpeINI0KEHHE:

- Ilokasareu ,npeacrasenn oropusamuu” - [HI1O

YUaCTHHIMTE NPEICTABUIN OTOPH3AIMH 38 BCSKA HOMEHKJIaTypa B oOoco0eHara mo3unmsi
nonyqasar 10 touku, a yyacTHHIM ofepupaiu JIEKApCTBEHU NPOJIYKTH Oe3 IPEACTaBEeHH OTOPU3alld
nojiyyasar O TOYKH 110 TO3H NOKa3aTel.

Makcumannara kpaiina omenka 1o moxasaress wlIpencrasenu oropusanuu” — IO ¢ 10

TOYKH.

Onenkata Ha TEXHUYECKUTE TPEIIOKEHUS T10 KPUTEPHAT ,,[IPEACTABEHH OTOpH3alMK” Oelie
H3BBPIICHA 10 HOMEHKJIATYpH Ha 000cO0EHH MO3MIMK U yyacTHHIN. Pesyiratute u KJIACHPAHETO
Ha yJacTHunuTe Ca oTpaseHu 1noapobuo B [punoxenne Nel, K0€To € IPHIIOKEHO K6M HACTOSIIHST

IPDOTOKQJL H € HEPARNENHA UACT QT HerQ,

B c¢boTBeTCTBHE ¢ M3MCKBAHMATA HA Bp3iioxurens, HocoueHn B 10KyMeHTALHATA 32 yuacTHe B
fiponeiiypata u usucksanusita Ha 30I1, HacTosmuaT nporokon Oemie CHCTABEH W TOMMHCAH OT
WIEHOBETE Ha KoMucHATa Ha 17.09.2016r.

3acelaHHETO 3a PasrIIEKAHEe HA [EHOBHTE peJyIodkenus € HacpoueHo 3a 12,00 yaca Ha

27.09.2016r. B 3anata Ha V eTax B 1e4eOHOTO 3aBeJicHHE

Che eheTaBsiHe | MoJIHCBanHe Ha HACTOSIIHSI IIPOTOKOJI KOMHCHSATA IPUKIIIOYH BTOPUS €TAIl OT
cBosTa pabora.

KOMMUCHSI: . M3BbLpmma nposepka 3a ¢hboTBETCTBHE €
' mzucekBanmnTa va 3011 u npeasapurTenno
o0siBeHHTEe YCJHOBHS Ha obiecTBenarTa

L% Yy, W‘f) nophYKa, f/
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