Mpuno>xxeHue 1

CNUCbK Ha /lIeKapCTBEHUTE NPOAYKTU, pa3peLueHy No HalMoHaJIHU
npoueaypm



Abp>xaBa — MpuTexaTen Ha Ume Ha npoaykta | INN/akTuBHO Konuuecrtso JNexkapcTBeHa c¢opmMa MbT Ha
YsieHKa Ha pa3pelueHueTo 3a BeLlecTBo Ha BbBeXaaHe
EC/EMN ynotpeb6a aKTUBHOTO
BeLlecTBo B
Ao30Ba
eaAuHuua
ABcTpus +pharma Azithromycin a3UTPOMULINH 500mg dunmupaHa Tabnerka nepopasnHo
Arzneimittel GmbH +pharma npunoxenne
ABCTleﬂ 1a Pharma GmbH Azithromycin 1a asnTpoMnuUnH 500mg qJVIJ'IMMpaHa Tabnertka nepopasnHo
Pharma npuaoxeHune
ABCTpuns Dr. Friedrich Eberth | Azithromycin Dr. a3nTpoM1LMH 1mg/ml npax 3a KOHLEeHTpaT 3a WHTPaBEHO3HO
Arzneimittel GmbH | Friedrich Eberth MH(Y31IOHeH pasTBop ripunoxeHne
ABscTpus Genericon Pharma Azithromycin a3UTPOMULINH 500mg dunmMmnpaHa Tabnetka nepopasnHo
Gesellschaft M.B.H. | Genericon MpNNIoKeHne
ABcTpus Krka, dd, Novo Azithromycin Krka asnTpoMnUMH 500mg CbVlﬂMMpaHa Tabnetka nepopasHo
Mesto npuaoxeHne
ABCTpus Pfizer Corporation Zithromax a3UTPOMULINH 200mg/5ml npax 3a nepopasnHa nepopanHo
Austria Ges.M.B.H cycneHsus npuaoxeHune
ABCTpus Pfizer Corporation Zithromax a3nTpoMMLMH 524.1mg dunmupaHa Tabnetka nepopanHo
Austria Ges.M.B.H anxuapat npuaoxeHune
ABCTpust Pfizer Corporation Zithromax L.V. a3nTpoMMUWMH 100mg/ml npax 3a MHdY3nOoHeH WHTPaBEHO3HO
Austria Ges.M.B.H. pasTeop fpunoxexne
ABCTpust Sandoz GmbH Azithromycin asnTpoMnuUnH 41.92mg/ml npax 3a nepopasnHa nepopasnHo
Sandoz anxuapat cycneHsus npunoXxeHune
ABscTpus Sandoz GmbH Azithromycin a3UTPOMULINH 500mg dpunmupaHa Tabnetka nepopasnHo
Sandoz npuaoxeHune
ABCTpUS Stada Arzneimittel Azithromycin Stada | a3UTpOMWUMH 200mg/5ml npax 3a nepopanHa nepopanHo
GmbH cycneHsus npuaoxeHune
ABCTpust Stada Arzneimittel Azithromycin Stada | @3UTPOMULMH 500mg ¢dunmMmpaHa TabneTtka nepopanHo
GmbH npuaoXeHne
ABcTpus Teva B.V Azithromycin A3UTPOMULINH 500mg dunmupaHa Tabnetka nepopasnHo
npuaoXeHne

Ratiopharm




Abp>xaBa — MpuTexaTen Ha Ume Ha npoaykta | INN/akTuBHO Konuuecrtso JNexkapcTBeHa c¢opmMa MbT Ha
4YJiIeHKa Ha pa3spelwieHueTo 3a BelLecTBo Ha BbBeXaaHe
EC/EMN ynotpeb6a aKTUBHOTO
BelLecTBo B
AO30Ba
eavHuua
Benrusa Aurobindo N.V. Azithromycin AB asnTpoMnUMH 250mg CbVlﬂMMpaHa Tabnetka nepopasnHo
npuaoXeHne
Benrus Aurobindo N.V. Azithromycin AB a3UTPOMULINH 500mg punmMmnpaHa Tabnerka nepopanHo
npunoxeHune
Benrus Eurogenerics Azithromycine Eg a3UTPOMULINH 500mg punmMmnpaHa Tabnerka nepopanHo
N.V./S.A npuioxeHune
Benrua Eurogenerics Azithromycine Eg asnTpoMnUMH 512mg durnMupaHa Tabnetka nepopasHo
N.V./S.A MOHOXmMAapaT npuaoXxeHne
Benrua Eurogenerics Azithromycine Eg a3nTpoMMUWMH 200mg/5ml npax 3a nepopasnHa nepopanHo
N.V./S.A cycneHsus npuaoxeHne
Benrusa Eurogenerics Azithromycine Eg asnTpoMnuUnH 250mg qJVIJ'IMMpaHa Tabnertka nepopasnHo
N.V./S.A npunoxeHune
Benrus Pfizer S.A. Zitromax a3UTPOMULINH 100mg/ml npax 3a KOHUEeHTpaT 3a WHTPaBEHO3HO
WH@Y3NOHEH pa3TBOp npunoxeHune
Benruns Pfizer S.A. Zitromax a3UTPOMMULMH 262.01mg ¢puvnmupaHa Tabnetka nepopasnHo
anxuapat npuaoXeHne
Benruns Pfizer S.A. Zitromax a3MTPOMULMH 628.84mg ¢pvnmupaHa Tabnetka nepopasnHo
anxuapat npuaoXxeHne
Benrus Pfizer S.A. Zitromax a3UTPOMULINH 524.03mg punmMmnpaHa Tabnerka nepopanHo
anxuapat npuioxeHune
Benrus Pfizer S.A. Zitromax a3UTPOMULINH 50.08mg npax 3a nepopasnHa nepopanHo
anxuapat CycneH3us npunoxeHune
Benruns Sandoz N.V. Azithromycine a3UTPOMULMH 250mg ¢pvnmupaHa Tabnetka nepopasnHo
Sandoz npuaoXeHne
Benrua Sandoz N.V. Azithromycine asnTpoMnUnH 500mg CbVlﬂMMpaHa Tabnetka nepopasHo
npuaoXeHne

Sandoz




Abp>xaBa — MpuTexaTen Ha Ume Ha npoaykta | INN/akTuBHO Konuuecrtso JNexkapcTBeHa c¢opmMa MbT Ha
4YJiIeHKa Ha pa3spelwieHueTo 3a BelLecTBo Ha BbBeXaaHe
EC/EMN ynotpeb6a aKTUBHOTO
BelLecTBo B
AO30Ba
eAuHuua
Benrus Sandoz N.V. Azithromycine asnTpoMnuUnH 209.6mg/5ml | MPaX 3a nepopasnHa nepopasnHo
Sandoz anxuapat CycneHsus npunoXxeHne
Benrua Teva Pharma Azithromycine Teva | @3UTPOMULINH 262.055mg dunmupaHa Tabnetka nepopasnHo
Belgium N.V./S.A anxuapat npunoxeHune
Benrua Teva Pharma Azithromycine Teva | @3/TPOMWUMH 524.109mg dnnmupaHa Tabnetka nepopasnHo
Belgium N.V./S.A anxuapat npuioxeHune
Benrua Teva Pharma Azithromycin Teva | @31TPOMULIMH 262.055mg ¢bunmMmpaHa TabneTtka nepopasnHo
Belgium N.V./S.A anxuapat npunoxexHve
Brnrapus Antibiotic-Razgrad A3uTpoMuuMH ABR | @3UTPOMULIMH 500mg Kancyna, TBbpAa nepopasnHo
AD npunoxeHune
B'bﬂrapMﬂ Chemax Pharma Ltd 3eprM asnTpoMnuUnH 100mg/5m| npax 3a nepopasHa nepopasnHo
CycneH3us npunoxeHune
Bbnrapus Chemax Pharma Ltd | 3eTpym A3UTPOMULIMH 200mg/5ml npax 3a nepopasnHa nepopanHo
CycneH3us npunoxeHune
Bbnrapus Krka, d.d., Novo A3U6UOT a3UTPOMMULMH 40mg/ml npax 3a nepopasnHa nepopasnHo
Mesto CycneHsus npunoxexHve
Bvnrapus Krka, dd, Novo A3nbmoT asnTpoMnUMH 20mg/m| npax 3a nepopasiHa nepopasHo
Mesto CycneHsus npunoxexHve
Bbnrapus Krka, d.d., Novo A3n6uoT A3UTPOMULIMH 500mg punmmpaHa Tabnetka nepopa’sHo
Mesto npuioxeHune
Bbnrapus Krka, d.d., Novo A3n6UOT A3UTPOMULIMH 250mg punmmpaHa Tabnetka nepopa’sHo
Mesto npunoxeHune
Bbnrapus Nobel Pharma Ltd. A3aKC a3UTPOMULMH 500mg ¢pvnmupaHa Tabnetka nepopasnHo
npunoXxeHne
Bvnrapus S.C. Rompharm A3UTPOMULMH asnTpoMnUnH 500mg npax 3a MH¢y3V|OHeH MHTPaBEHO3HO
Company S.r.l. Pomdapm pasTeop npunoxenne




Abp>xaBa — MpuTexaTen Ha Ume Ha npoaykta | INN/akTuBHO Konuuecrtso JNexkapcTBeHa c¢opmMa MbT Ha
YJsiIeHKa Ha pa3pelLueHneTo 3a BellecTtso Ha BbBexaaHe
EC/EMN ynotpeb6a aKTUBHOTO
BellecTBO B
AOo30Ba
eaAnHuua
Bvnrapus Teva B.V Cymamen a3snTPOMULMH 500mg npax 3a UHQPY3nOHeH MHTPaBEHO3HO
pasTBop npuaoxeHue
Bvnrapus Teva B.V Cymamen, a3snUTPOMULMH 250mg Kancyna, TsbpAaa rnepopasnHo
NpuNoXeHune
Bvnrapus Teva B.V Cymamen, a3snUTPOMULMH 500mg punmMmnpaHa Tabnerka nepopasnHo
NpuIoXeHune
Bvnrapus Teva B.V Cymamen Cupon asnTpPOMULMH 100mg/5ml rnpax 3a nepopasHa rnepopasHo
cycreH3umsa npuaoxeHue
Bvnrapus Teva B.V CYMaMe,D. (])OPTe asnTpoMnUMH 200mg/5m| npax 3a nepopasiHa nepopasHo
Cupon cycreH3umsa npuaoxeHue
B'bﬂrapMﬂ Zentiva, K.S. A3anV|J'| asnTpoMnuUnH 200mg/5m| npax 3a nepopasHa nepopasnHo
cycneHsus NpuNoXeHune
Bvnrapus Zentiva, K.S. A3nTpOKC a3snUTPOMULMH 262mg punmMmnpaHa Tabnerka rnepopasnHo
anxuapat NpuNoXeHune
Bvnrapus Zentiva, K.S. AsaTpwn a3snTPOMULMH 100mg/5ml rnpax 3a nepopasHa rnepopasHo
cycreH3usa npuaoxeHue
Bvnrapus Zentiva, K.S. AsaTtpun a3snTPOMULMH 250mg Kancyna, Tebpaa rnepopasHo
npuaoxeHue
Bvnrapus Zentiva, K.S. A3UTpOKC a3snUTPOMULMH 500mg punmMmnpaHa Tabnerka nepopasnHo
NpuIoXeHune
XbpBaTua Belupo d.d. Azitromicin Belupo | @3 TPOMMLIMH 500mg punmMmnpaHa Tabnerka nepopasnHo
NpuNoXeHune
XbpBaTua Belupo d.d. Azitromicin Belupo | @3TPOMMLIMH 250mg dunmMmnpaHa Tabnetka rnepopasHo
npuaoxeHue
XbpBaTus Jadran-Galenski Makromicin asnTpoMnUnH 500mg CbVlﬂMMpaHa Tabnetka nepopasHo
npuaoxeHue

Laboratorij d.d.




Abp>xaBa — MpuTexaTen Ha Ume Ha npoaykta | INN/akTuBHO Konuuecrtso JNexkapcTBeHa c¢opmMa MbT Ha
YJsiIeHKa Ha pa3pelLueHneTo 3a BellecTtso Ha BbBexaaHe
EC/EMN ynotpeb6a aKTUBHOTO
BellecTBO B
AOo30Ba
eavHuua
XbpBaTus Krka-Farma d.o.o. Azibiot asnTpoMnUMH 40mg/m| npax 3a nepopasiHa nepopasnHo
cycneHsus npunoxeHune
XbpBaTua Krka-Farma d.o.o. Azibiot asnTpoOMUUMH 500mg punmMmnpaHa Tabnerka nepopasnHo
NpuNoXeHune
XbpBaTua Krka-Farma d.o.o. Azibiot asnTpoOMUUMH 20mg/ml npax 3a nepopasnHa nepopasnHo
cycneHsus NpuIoXeHune
XbpBaTua Pharmas d.o.o0. Azitromicin asnTpPOMULMH 500mg dunmMmnpaHa Tabnetka rnepopasHo
Pharmas npunoxeHue
XbpBaTus Pharmas d.o.o. Azitromicin asnTpoMnUMH 100mg/m| npax 3a KOHUEeHTpaT 3a MHTPaBEHO3HO
Pharmas MHDY3NOHEH pa3TBOp npunoxeHue
XbpBaTNs Pliva Hrvatska Sumamed 1200 a3UTPOMULINH 200mg/5ml npax 3a nepopasnHa nepopanHo
cycneHsus NpuNoXeHune
d.o.o.
XbpBaTua Pliva Hrvatska Sumamed asnTpoOMUUMH 250mg Kancyna, Tebpaa nepopasnHo
NpuNoXeHune
d.o.o.
XbpBaTua Pliva Hrvatska Sumamed a3snTPOMULMH 125mg dunmMmnpaHa Tabnetka rnepopasHo
npunoxeHune
d.o.o.
XbpBaTus Pliva Hrvatska Sumamed asnTpoMnUMH 500mg CbVlﬂMMpaHa Tabnetka nepopasHo
npunoxeHune
d.o.o.
XbpBaTua Pliva Hrvatska Azimed asnTpOMUUMH 500mg punmMmnpaHa Tabnerka nepopasnHo
NpuIoXeHune
d.o.o.
XbpBaTua Pliva Hrvatska Sumamed asnTpoOMUUMH 500mg aucneprupaiia ce nepopasnHo
TabneTka npuaoXxeHue
d.o.o.
XbpBaTua Pliva Hrvatska Sumamed a3snTPOMULMH 100mg/5ml rnpax 3a nepopasHa rnepopasHo
cycneHsus npunoxeHune
d.o.o.
XbpBaTua Pliva Hrvatska Sumamed a3snTPOMULMH 500mg npax 3a KOHLUEHTpaT 3a MHTPaBEHO3HO
MHADY3NOHEH pa3TBOp npunoxeHune

d.o.o.




Abp>xaBa — MpuTexaTen Ha Ume Ha npoaykta | INN/akTuBHO Konuuecrtso JNexkapcTBeHa c¢opmMa MbT Ha
YsieHKa Ha pa3pelueHueTo 3a BeLlecTBo Ha BbBeXaaHe
EC/EMN ynotpeb6a aKTUBHOTO
BeLlecTBo B
Ao30Ba
eavHuua
XbpBaTns Pliva Hrvatska Sumamed 1500 a3nTpoMMUMH 200mg/5ml npax 3a nepopasnHa nepopanHo
d.o.o cycneHsus npunoxeHune
XbpBaTNs Pliva Hrvatska Sumamed Forte a3UTPOMULINH 200mg/5ml npax 3a nepopasnHa nepopanHo
d.o.0 cycneHsus npuaoxeHune
XbpBaTus Pliva Hrvatska Azimed asnTpoOMUUMH 250mg Kancyna, TBbpaa nepopasnHo
d.o.0 npuaoxeHune
XbpBaTtuns Sandoz d.o.o. Azitromicin Sandoz | @avTpoMuumH 250mg dunmMmnpaHa Tabnetka nepopasnHo
npunoxeHue
XbpBaTHS Sandoz d.o.o. Azitromicin Forte asnTpoMnuUnH 200mg/5ml npax 3a nepopasnHa nepopasnHo
Sandoz cycneHsus npunoxeHue
X'praTMﬂ Sandoz d.o.o. Azitromicin Sandoz asnTpoMnuUnH 500mg qJVIJ'IMMpaHa Tabnertka nepopasnHo
npuaoxeHune
Knnbp Altan Azithromycin Altan | @3UTPOMMULIMH 100mg/ml npax 3a UHPY3nNoHeH WHTPaBEHO3HO
Pharmaceuticals pasTeop npUnoxeHue
S.A.
Knnbp Iasis Pharma Bezanin asnTpOMUUMH 500mg dpunmupaHa Tabnetka nepopasnHo
npunoxeHune
Knnbp Jubilant Azithromycin A3UTPOMULINH 250mg dunmupaHa Tabnerka nepopasnHo
Pharmaceuticals NV | Jubilant fpunoxexne
Knnbp Jubilant Azithromycin a3UTPOMULINH 500mg dunmupaHa Tabnerka nepopasnHo
Pharmaceuticals NV | Jubilant npunoxeHue
Knnbp Pfizer Hellas A.E. Zithromax asnTpOMUUMH 100mg/ml npax 3a UHPY3nNoHeH WHTPaBEHO3HO
pa3TBop npuaoxeHune
Kvnsp Pfizer Hellas A.E. Zithromax a3nTpoMULMH 209.64mg/5ml | NpaxX 3a nepopanHa nepopanHo
anxuapat cycneHsus npunoxeHune




Abp>xaBa — MpuTexaTen Ha Ume Ha npoaykta | INN/akTuBHO Konuuecrtso JNexkapcTBeHa c¢opmMa MbT Ha
YsieHKa Ha pa3pelueHueTo 3a BeLlecTBo Ha BbBeXaaHe
EC/EMN ynotpeb6a aKTUBHOTO
BeLlecTBo B
Ao30Ba
eaAuHuua
Knnsp Rafarm SA Razimax a3UTPOMULINH 600mg dunmMmnpaHa Tabnetka nepopasnHo
npunoXxeHune
Knnbp Rafarm SA Razimax A3UTPOMULIMNH 500mg dpunmupaHa Tabnetka nepopanHo
npuaoxeHune
Knnbp Sapiens Azithran A3UTPOMULIMH 500mg dpunmupaHa Tabnetka nepopanHo
Pharmaceuticals Ltd npnioXenne
Knnsp Verisfield S.M.S.A Zinfect a3UTPOMULINH 250mg dunmMmnpaHa Tabnetka nepopasnHo
npunoXxeHune
Knnsp Verisfield S.M.S.A Zinfect a3UTPOMULINH 600mg dunmMmnpaHa Tabnetka nepopasnHo
npunoXxeHune
Knnbp Verisfield S.M.S.A Zinfect A3UTPOMULIMH 500mg dpunmupaHa Tabnetka nepopanHo
npuaoxeHune
Yewka peny6nuka | Mylan Ireland Azitromycin Mylan A3UTPOMULIMNH 500mg dpunmupaHa Tabnetka nepopanHo
Limited npuaoxeHune
Yewka penybnunka | sandoz GmbH Azitromycin Sandoz | @3VTPOMULIMH 250mg dunmMmnpaHa Tabnetka nepopasnHo
npunoXxeHune
Yewka penybnunka | sandoz GmbH Azitromycin Sandoz | @3UTPOMMULIMH 500mg dunmupaHa Tabnerka nepoparnHo
npunoXxeHune
Yewka penybnnka | Teva SUMAMED A3UTPOMULIMH 125mg dpunmupaHa Tabnetka nepopanHo
Pharmaceuticals CR, NpUnoxeHue
S.r.o.
Yewka penybnnka | Teva SUMAMED A3UTPOMULIMH 500mg npax 3a UHPY3NoHeH WHTPaBEHO3HO
pa3TBop npuaoxeHune

Pharmaceuticals CR,
s.r.o.




Abp>xaBa — MpuTexaTen Ha Ume Ha npoaykta | INN/akTuBHO Konuuecrtso JNexkapcTBeHa c¢opmMa MbT Ha
YsieHKa Ha pa3pelueHueTo 3a BeLlecTBo Ha BbBeXaaHe
EC/EMN ynotpeb6a aKTUBHOTO
BeLlecTBo B
Ao30Ba
eaAuHuua
Yewka penybnnka | Teva SUMAMED a3UTPOMULINH 20mg/ml npax 3a nepopasnHa nepopasnHo
Pharmaceuticals CR CycneHsns MpNNIoKeEHne
S.r.o.
Yewka penybnnka | Teva SUMAMED a3UTPOMULINH 500mg dunmMmnpaHa Tabnetka nepopasnHo
Pharmaceuticals CR, npunoxexne
S.r.o.
Yewka penybnnka | Teva SUMAMED FORTE A3UTPOMULINH 40mg/ml npax 3a nepopanHa nepopanHo
Pharmaceuticals CR cycnensns NpUnoxeHue
S.r.o.
Yewka penybnnka | Teva SUMAMED A3UTPOMULIMNH 250mg Kancyna, TBbpaa nepopanHo
Pharmaceuticals CR, npunoxexne
S.r.o.
Hewka penybnuka | zentiva, k.s. Azitrox A3UTPOMULIMNH 500mg dpunmupaHa Tabnetka nepopanHo
npuaoxeHune
JanHuns Jubilant Azithromycin a3UTPOMULINH 250mg dunmMmnpaHa Tabnetka nepopasnHo
Pharmaceuticals NV | Jubilant fpunoxexne
Haxnsa Jubilant Azithromycin a3nTPOMULMH 500mg dunmupaHa Tabnerka rnepopasHo
Pharmaceuticals NV | Jubilant fpunoxexne
HaHnwns Krka, d.d., Novo Azithromycin Krka a3nTpoMMLMH 500mg dunmupaHa Tabnetka nepopasnHo
Mesto npuaoxeHune
OaHus Macure Pharma ApS | Amzolynic A3UTPOMULIMH 500mg npax 3a KOHLeHTpaT 3a WHTPaBEHO3HO
MHDY3NOHEH pa3TBoOp npuaoxeHune
JanHuns Mylan AB Azithromycin Mylan | @3VTPOMULIMH 500mg dunmMmnpaHa Tabnetka nepopasnHo
npuaoXeHne
JanHuns Pfizer ApS Zitromax a3UTPOMULINH 500mg dunmMmnpaHa Tabnetka nepopasnHo
npuaoXeHne




Abp>xaBa — MpuTexaTen Ha Ume Ha npoaykta | INN/akTuBHO Konuuecrtso JNexkapcTBeHa c¢opmMa MbT Ha
4YJiIeHKa Ha pa3spelwieHueTo 3a BelLecTBo Ha BbBeXaaHe
EC/EMN ynotpeb6a aKTUBHOTO
BelLecTBo B
AO30Ba
eavHuua
OaHns Pfizer ApS Zitromax A3MTPOMMULMH 100mg/ml npax 3a KOHLeHTpaT 3a WHTPaBEHO3HO
MHADY3NOHEH pa3TBOp npuaoXeHne
JaHuns Pfizer Aps Zitromax asnTpoMnuUnH 40mg/m| npax 3a nepopasHa nepopasnHo
CycneH3us npunoxeHune
OaHus Pfizer ApS Zitromax a3UTPOMULINH 250mg punmMmnpaHa Tabnerka nepopanHo
npuioxeHune
OaHns Sandoz A/S Azithromycin A3UTPOMMULMH 500mg ¢pvnmupaHa Tabnetka nepopasnHo
Sandoz npuaoXxeHne
HAaHna Stada Arzneimittel Azithromycin Stada | @3UTPOMWLIMH 200mg/5ml npax 3a nepopasnHa nepopasnHo
AG cycneHsus npuaoxeHne
HaHnwns Stada Arzneimittel | Azithromycin Stada | @3UTPOMWLMH 500mg dunmMupara Tabnerka nepopasnHo
AG npunoxeHune
OaHus Teva B.V Azithromycin Teva | @3UTPOMULIMH 500mg punmMmnpaHa Tabnerka nepopanHo
npunoxeHune
EcToHus Grindeks Azithromycin a3UTPOMMULMH 500mg ¢puvnmupaHa Tabnetka nepopasnHo
Grindeks npuaoXeHne
EcToHMSA Krka, dd, Novo Azithromycin Krka asnTpoMnUMH 500mg CbVlﬂMMpaHa Tabnetka nepopasHo
Mesto npuaoXxeHne
EcToHus Krka, dd, Novo Azithromycin Krka asnTpoMnuUunH 250mg qJVIJ'IMMpaHa Tabnertka nepopasnHo
Mesto npuioxeHune
EcToHunsa Rivopharm Ltd Zylumit a3UTPOMULINH 500mg punmMmnpaHa Tabnerka nepopanHo
npunoxeHune
EcToHus Sandoz GmbH Azithromycin a3UTPOMULMH 500mg ¢pvnmupaHa Tabnetka nepopasnHo
Sandoz npuaoXeHne
EcToHuAa Teva Pharma B.V. Sumamed Forte asnTpoMnuUnH 200mg/5ml npax 3a nepopasnHa nepopasnHo
cycneHsus npuaoXeHne

10




Abp>xaBa — MpuTexaTen Ha Ume Ha npoaykta | INN/akTuBHO Konuuecrtso JNexkapcTBeHa c¢opmMa MbT Ha
4YJiIeHKa Ha pa3spelwieHueTo 3a BelLecTBo Ha BbBeXaaHe
EC/EMN ynotpeb6a aKTUBHOTO
BelLecTBo B
AO30Ba
eavHuua
EcToHMSA Teva Pharma B.V. Sumamed asnTpoMnUMH 500mg CbVlﬂMMpaHa Tabnetka nepopasnHo
npuaoXeHne
EcToHus Teva Pharma B.V. Sumamed asnTpoMnuUnH 250mg Kancyna, TBbpaa nepopasnHo
npunoxeHune
EcToHunsa Zentiva, K.S. Azitrox a3UTPOMULINH 500mg punmMmnpaHa Tabnerka nepopanHo
npuioxeHune
®duHnaHams Krka, d.d., Novo Azithromycin Krka A3UTPOMMULMH 500mg ¢pvnmupaHa Tabnetka nepopasnHo
Mesto npuaoXxeHne
OuUHNaHans Krka, dd, Novo Azithromycin Krka asnTpoMnUMH 250mg CbVlﬂMMpaHa Tabnetka nepopasHo
npuaoxeHne
Mesto
(DMHJ'IaH,D,Vlﬂ Macure Pharma Aps Amzo|ynic asnTpoMnuUnH 500mg npax 3a KOHUEHTpAaT 3a UHTPaBEHO3HO
WH@Y3NOHEH pa3TBOp npunoxeHune
®uHnaHamns Orion Corporation Azithromycin Orion | @3TPOMULIMH 250mg bunmupaHa Tabnerka nepopasHo
npunoxeHune
®duHnaHamsa Pfizer Oy Zithromax a3UTPOMMULMH 40mg/ml npax 3a nepopasnHa nepopasnHo
cycneHsus npuaoXeHne
®duHnaHamsa Pfizer Oy Zithromax a3MTPOMULMH 500mg ¢pvnmupaHa Tabnetka nepopasnHo
npuaoXxeHne
duHNaHana Pfizer Oy Zithromax Iv a3UTPOMULINH 100mg/ml npax 3a MH@Y3nOoHeH WHTPaBEHO3HO
pasTBop npuioxeHune
duHNaHana Pfizer Oy Zithromax a3UTPOMULINH 250mg punmMmnpaHa Tabnerka nepopanHo
npunoxeHune
®duHnaHamsa Sandoz A/S Azithromycin a3UTPOMULMH 500mg ¢pvnmupaHa Tabnetka nepopasnHo
Sandoz npuaoXeHne
®duHnaHams Sandoz A/S Azithromycin a3UTPOMULINH 209.6mg/5ml npax 3a nepopasnHa nepopasnHo
anxuapat cycneHsus npuaoXeHne

Sandoz
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Abp>xaBa — MpuTexaTen Ha Ume Ha npoaykta | INN/akTuBHO Konuuecrtso JNexkapcTBeHa c¢opmMa MbT Ha
uYJsieHKa Ha pa3spelleHmneTo 3a BelLecTBo Ha BbBeXaaHe
EC/EMN ynotpeb6a aKTUBHOTO
BellecTso B
AO30Ba
eaAuHuua
®uHnaHama Sandoz A/S Azithromycin a3NTPOMULINH 250mg dunmupaHa Tabnerka nepopasnHo
Sandoz npunoXxeHune
®uHnaHana Stada Arzneimittel | Azithromycin Stada | @3UTPOMWLMH 500mg dunmupaHa Tabnetka nepopasnHo
AG npunoxeHune
OuHnaHans Stada Arzneimittel | Azithromycin Stada | @3TPOMWLMH 250mg dnnmupaHa Tabnetka nepoparHo
AG npunoxeHue
®uHnaHama Teva Sweden AB Azithromycin a3NTPOMULINH 500mg dunmupaHa Tabnetka nepoparnHo
i npunoXxeHune
Ratiopharm
®uHnaHama Teva Sweden AB Azithromycin a3NTPOMULIMH 250mg dunmupaHa Tabnerka nepopasnHo
Ratiopharm npunoXxeHune
OpaHuus Arrow Generiques Azithromycine a3nTpoMMLMH 524mg dunmupaHa Tabnetka nepopasnHo
Arrow Lab anxuapat npunoxeHue
®paHums Arrow Generiques Azithromycine A3UTPOMULIMNH 250mg dpunmupaHa Tabnetka nepopanHo
Arrow NpuIoXeHne
®paHuma Arrow Generiques Azithromycine a3UTPOMULINH 262mg ¢dunmMmpaHa TabneTtka nepopanHo
Arrow Lab anxuapat npunoXxeHune
®paHuusa Biogaran Azithromycine Bgr | @3 TPOMMLMH 250mg dunmupaHa Tabnerka nepopasnHo
npunoXxeHune
®paHuusa Biogaran Azithromycine a3UTPOMULINH 250mg dpunmupaHa Tabnetka nepopasnHo
Biogaran npunoxeHue
®paHums Bluepharma Azithromycine A3UTPOMULIMH 250mg dpunmupaHa Tabnetka nepopanHo
Industria Bluepharma npunoxeHue
Farmacéutica S.A.
®paHums Cristers Azithromycine A3UTPOMULIMH 262.05mg dpunmupaHa Tabnetka nepopanHo
anxuapat npunoXxeHune

Cristers
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Abp>xaBa — MpuTexaTen Ha Ume Ha npoaykta | INN/akTuBHO Konuuecrtso JNexkapcTBeHa c¢opmMa MbT Ha
YsieHKa Ha pa3pelueHueTo 3a BeLlecTBo Ha BbBeXaaHe
EC/EMN ynotpeb6a aKTUBHOTO
BeLlecTBo B
Ao30Ba
eavHuua
®paHums Cristers Azithromycine asnTpoMnuunH 250mg CbVlﬂMMpaHa Tabnetka nepopasnHo
Cristers Pharma npunoxenne
®paHuus Eg Labo Azithromycine Eg a3UTPOMULINH 250mg punmMmnpaHa Tabnerka nepopanHo
Laboratoires npnnioxenne
Eurogenerics
®paHuus Evolupharm Azithromycine a3UTPOMULINH 250mg punmMmnpaHa Tabnerka nepopanHo
Evolugen npuaoxeHune
®paHuus Krka, d.d., Novo Azithromycine Krka | @3UTPOMULIMH 250mg punmMmnpaHa Tabnerka nepopanHo
Mesto npuaoXeHne
®paHuma Pfizer Holding Zithromax Enfants | @3MTPOMWLIMH 41.92mg/ml npax 3a nepopasnHa nepopasnHo
France anxuapat cycneHsus npuaoXxeHne
®paHums Pfizer H0|d|ng Azadose asnTpoMnuunH 62893mg CbVlﬂMMpaHa Tabnetka nepopasHo
France anxuapat npuaoxeHune
®paHuus Pfizer Holding Zithromax a3UTPOMULINH 262.05mg punmMmnpaHa Tabnerka nepopanHo
France Monodose Anxuapar npunoxeHue
®paHums Pfizer Holding Azithromycine a3UTPOMULINH 262.05mg dunmMupara Tabnerka nepopanHo
France Pfizer anxuapat npuaoXxeHne
®paHums Pfizer H0|d|ng Zithromax asnTpoMnuunH 26205mg CbVlﬂMMpaHa Tabnetka nepopasHo
France anxuapat npuaoXeHne
®paHums Sandoz Azithromycine a3snTpoMnUuUunH 250mg CbVlﬂMMpaHa Tabnetka nepopasHo
Sandoz npuaoxeHune
®paHuus Sandoz Azithromycine a3UTPOMULINH 250mg punmMmnpaHa Tabnerka nepopanHo
Monodose Sandoz npnnioxenne
®paHuus Teva Santé Azithromycine Teva | @3UTPOMULIMH 250mg punmMmnpaHa Tabnerka nepopanHo
npuaoXeHne
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Abp>xaBa — MpuTexaTen Ha Ume Ha npoaykta | INN/akTuBHO Konuuecrtso JNexkapcTBeHa c¢opmMa MbT Ha
4YJiIeHKa Ha pa3spelwieHueTo 3a BelLecTBo Ha BbBeXaaHe
EC/EMN ynotpeb6a aKTUBHOTO
BelLecTBo B
AO30Ba
eAuHuua
®paHuus Tonipharm Ordipha A3MTPOMMULMH 500mg Ancneprupatia ce nepopasnHo
Tabnetka npunoXxeHne
(DpaHLl,Mﬂ Viatris Sante Azithromycine asnTpoMnuUnH 250mg qJVIJ'IMMpaHa Tabnertka nepopasnHo
Viatris npunoxeHune
®paHums Zentiva France Azithromycine asnuTpoMmnuUmH 262.05mg dnnmupaHa Tabnetka nepopa’sHo
Zentiva anxuapat npuioxeHune
®paHuusa Zydus France Azithromycine A3UTPOMMULMH 250mg ¢pvnmupaHa Tabnetka nepopasnHo
Zydus npunoXxeHne
FepmaHuns 1 A Pharma GmbH Azithromycin 1 A a3nTpoMMUWMH 200mg/5ml npax 3a nepopasnHa nepopasnHo
Pharma CycneHsus npunoxeHune
FepmaHus 1 A Pharma GmbH Azithromycin 500 A3UTPOMULIMH 500mg punmmpaHa Tabnetka nepopanHo
npunoxeHune
FepmaHus 1 A Pharma GmbH Azithromycin 250 A3UTPOMULIMH 250mg punmmpaHa Tabnetka nepopanHo
npunoxeHune
FepmaHus Abz-Pharma GmbH | Azithromycin Abz a3UTPOMMULMH 250mg ¢puvnmupaHa Tabnetka nepopasnHo
npunoXxeHne
FepmaHusa Abz-Pharma GmbH Azithromycin Abz asnTpoMnUMH 500mg CbVlﬂMMpaHa Tabnetka nepopasHo
npunoXxeHne
F'epmanus Aliud Pharma GmbH | Azithromycin Al a3nTpoMMLMH 500mg dunmMupara Tabnetka nepopasnHo
npuioxeHune
FepmaHus Aliud Pharma GmbH | Azithromycin Al A3UTPOMULIMH 250mg punmmpaHa Tabnetka nepopanHo
npunoxeHune
FepmaHuns Aristo Pharma Azithromycin Aristo | 83UTPOMULMH 250mg ¢dunmMmpaHa TabneTtka nepopasnHo
GmbH (Art 57) npunoxenne
FepmaHuns Aristo Pharma Azithromycin Aristo | 8@3UTPOMWLIMH 500mg ¢bunmMmpaHa TabneTtka nepopasnHo
npunoXxeHne

GmbH (Art 57)
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Abp>xaBa — MpuTexaTen Ha Ume Ha npoaykta | INN/akTuBHO Konuuecrtso JNexkapcTBeHa c¢opmMa MbT Ha
YsieHKa Ha pa3pelueHueTo 3a BeLlecTBo Ha BbBeXaaHe
EC/EMN ynotpeb6a aKTUBHOTO
BeLlecTBo B
Ao30Ba
eaAuHuua
FepmaHus Bluepharma Azithromycin a3UTPOMULINH 500mg dunmupaHa Tabnerka nepopasnHo
Industria Bluepharma npunoxenne
Farmacéutica S.A.
FepmaHus Bluepharma Azithromycin a3UTPOMULINH 250mg dunmupaHa Tabnerka nepopasnHo
Industria Bluepharma NpUnoxeHue
Farmacéutica S.A.
F'epmanus Denk Pharma GmbH | Azithromycin Denk | @31TPOMULIMH 250mg dunmMupara Tabnerka nepopanHo
& Co. KG npuaoxeHune
FepmaHunsa Denk Pharma GmbH | Azithromycin Denk | @3UTPOMMULIMH 500mg dpunmupaHa Tabnetka nepopanHo
& Co. KG npuaoxeHune
lepMaHus Dr. Friedrich Eberth | Azithromycin Dr. a3nTpoMMUMH 1-2mg/mi npax 3a MHdY3noHeH WHTPaBEHO3HO
Arzneimittel GmbH Eberth pasTeop fpunoxexne
FepmaHuns Dr. Friedrich Eberth | Azithromycin Dr. a3nTpoMMUWMH 100mg/ml npax 3a KOHUEHTpaT 3a WHTPaBEHO3HO
Arzneimittel GmbH Friedrich Eberth MH®Y31OHEH pasTBop fpunoxexne
FepmaHunsa Dr. Friedrich Eberth | Azithromycin a3UTPOMULINH 1mg/ml npax 3a KOHLeHTpaT 3a WHTPaBEHO3HO
Arzneimittel GmbH | Friedrich Eberth MH(Y31IOHeH pasTBop ripunoxeHne
lepmaHus Hec Pharm GmbH Azithromycin Hec asnTpoMmumH 200mg/5ml npax 3a nepopanHa nepopanHo
cycneHsus npuaoxeHune
Pharm
FrepmaHus Hec Pharm GmbH Azithromycin Hec a3UTPOMULINH 250mg dunmMmnpaHa Tabnetka nepopasnHo
npuaoXxeHne
FepmaHuns Hec Pharm GmbH Azithromycin Hec a3nTpoMMUWMH 524.1mg ¢bunmMmpaHa TabneTtka nepopasnHo
anxuapat npuaoXeHne
repMaHua Heumann Pharma Azithromycin A3sNTPOMMUUH 262.05mg dpunmupaHa Tabnetka nepopanHo
GmbH & Co. Heumann Anxuapar npunoxeHue
Generica KG
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Abp>xaBa — MpuTexaTen Ha Ume Ha npoaykta | INN/akTuBHO Konuuecrtso JNexkapcTBeHa c¢opmMa MbT Ha
YsieHKa Ha pa3pelueHueTo 3a BeLlecTBo Ha BbBeXaaHe
EC/EMN ynotpeb6a aKTUBHOTO
BeLlecTBo B
Ao30Ba
eavHuua
FepmaHus Heumann Pharma Azithromycin a3UTPOMULINH 524mg dunmupaHa Tabnerka nepopasnHo
GmbH & Co. Heumann Anxnapat MpNNIoKeEHne
Generica KG
FepmaHusa Hexal AG Azithromycin Hexal asnTpoMnUMH 500mg CbVlﬂMMpaHa Tabnetka nepopasHo
npuaoxeHune
FepmaHunsa Hexal AG Azithromycin Hexal | @3UTPOMMULIMH 250mg punmMmnpaHa Tabnerka nepopanHo
npuaoxeHune
FepmaHunsa Hexal AG Azithromycin Hexal | @3UTPOMMULIMH 40mg/ml npax 3a nepopasnHa nepopanHo
cycneHsus npuaoXeHne
FepmaHusa My|an Germany Azithromycin Dura asnTpoMnUMH 250mg CbVlﬂMMpaHa Tabnetka nepopasHo
GmbH npuaoXxeHne
FepmaHusa My|an Germany Azithromycin Dura asnTpoMnUnH 500mg CbVlﬂMMpaHa Tabnetka nepopasHo
GmbH npuaoxeHune
FepmaHunsa Pfizer Pharma Zithromax a3UTPOMULINH 262.05mg punmMmnpaHa Tabnerka nepopanHo
GmbH anxuapat npuaoxeHune
FepmaHunsa Pfizer Pharma Ultreon a3UTPOMULINH 628.93mg punmMmnpaHa Tabnerka nepopanHo
GmbH anxuapat npuaoXxeHne
FepmaHusa Pfizer Pharma Zithromax asnTpoMnUnH 5241mg CbVlﬂMMpaHa Tabnetka nepopasHo
GmbH anxuapat npuaoXeHne
FepmaHuns Pfizer Pharma Zithromax a3nTpoMMUMH 209.6mg/5ml | MPaX 3a nepopasnHa nepopasnHo
GmbH Trockensaft anxuapat cycneHsus npuaoxeHune
FepmaHunsa Ratiopharm GmbH Azithromycin a3UTPOMULINH 250mg punmMmnpaHa Tabnerka nepopanHo
Ratiopharm npunoxexne
lepmaHus Ratiopharm GmbH Azithromycin asnTpoMmumH 200mg/5ml npax 3a nepopanHa nepopanHo
cycneHsus npuaoXeHne

Ratiopharm
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Abp>xaBa — MpuTexaTen Ha Ume Ha npoaykta | INN/akTuBHO Konuuecrtso JNexkapcTBeHa c¢opmMa MbT Ha
YsieHKa Ha pa3pelueHueTo 3a BeLlecTBo Ha BbBeXaaHe
EC/EMN ynotpeb6a aKTUBHOTO
BeLlecTBo B
Ao30Ba
eavHuua
FepmaHus Ratiopharm GmbH Azithromycin a3UTPOMULINH 500mg dunmupaHa Tabnerka nepopasnHo
) npuaoXeHne
Ratiopharm
repMaHMﬂ Stadapharm GmbH Azithromycin Stada asnTpoMnuUnH 250mg qJVIJ'IMMpaHa Tabnertka nepopasnHo
npuaoxeHune
F'epmMaHua Stadapharm GmbH | Azithromycin Stada | @3MTPOMWULNH 500mg dunmMupara Tabnetka nepopanHo
npuaoxeHune
FepmaHus Tad Pharma GmbH Azithromycin Tad a3UTPOMULINH 250mg dunmMmnpaHa Tabnetka nepopasnHo
npuaoXxeHne
FepmaHusa Tad Pharma GmbH Azithromycin Tad asnTpoMnUMH 500mg CbVlﬂMMpaHa Tabnetka nepopasHo
npuaoxeHne
repMaHMﬂ Teva GmbH Azi-Teva asnTpoMnuUnH 200mg/5m| npax 3a nepopasHa nepopasnHo
cycneHsus npuaoxeHune
FepmaHunsa Teva GmbH Azi-Teva asnTpoOMUUMH 500mg punmMmnpaHa Tabnerka nepopasnHo
npuaoxeHune
FrepmaHus Teva GmbH Azi-Teva a3UTPOMULINH 250mg dunmMmnpaHa Tabnetka nepopasnHo
npuaoXeHne
Mpuns Anfarm Hellas SA Zithrotel a3snTpoMnUuUunH 100mg/m| npax 3a MH¢y3V|OHeH MHTPaBEHO3HO
pa3TBop npunoxeHune
Mpums Anfarm Hellas SA Zithrotel a3UTPOMULINH 250mg punmMmnpaHa Tabnerka nepopasnHo
npuaoxeHune
Mpums Anfarm Hellas SA Zithrotel a3UTPOMULINH 500mg punmMmnpaHa Tabnerka nepopasnHo
npuaoxeHune
Mpuns Anfarm Hellas SA Zithrotel a3UTPOMULINH 600mg dunmMmnpaHa Tabnetka nepopasnHo
npuaoXeHne
Mpuns Balu S.A Zithr0p|us asnTpoMnuunH 500mg Tabnetka nepopasHo
npuaoXeHne
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Abp>xaBa — MpuTexaTen Ha Ume Ha npoaykta | INN/akTuBHO Konuuecrtso JNexkapcTBeHa c¢opmMa MbT Ha
YsieHKa Ha pa3spelwieHMeTo 3a BelecTsBo Ha BbBexpaaHe
EC/EMN ynotpeb6a aKTUBHOTO

BELecTBO B

AO30Ba

eavHuua

Mpuns Cross Azibactron asnTpoMnuunH 600mg CbVlﬂMMpaHa Tabnetka nepopasnHo
Pharmaceuticals npunoxenne
P.C.

Mpuns Cross Azibactron asnTpoMnuunH 500mg CbVlﬂMMpaHa Tabnetka nepopasHo
Pharmaceuticals npunoxexne
P.C.

Mpunsa Cross Azibactron a3UTPOMULINH 250mg punmMmnpaHa Tabnerka nepopanHo
Pharmaceuticals npunoxexne
pP.C.

Mepuns Fos Farmakeftiki Zithro-Due a3NTPOMMULIUNH 500mg Tabnetka nepopanHo
IKE npunoxeHune

Mpunsa Help Abee Zithroxyn a3UTPOMULINH 500mg punmMmnpaHa Tabnerka nepopanHo

npuaoXeHne

Mpuns Iasis Pharma Bezanin asnTpoMnuunH 250mg CbVlﬂMMpaHa Tabnetka nepopasnHo

npuaoXeHne

Mpuns Iasis Pharma Bezanin a3snTpoMnUuUunH 600mg CbVlﬂMMpaHa Tabnetka nepopasHo

npunoxeHune

Mpunsa Iasis Pharma Bezanin a3UTPOMULINH 500mg punmMmnpaHa Tabnerka nepopanHo

npunoxeHune

Mpums Lyofin Ltd, Greece Zithrobest a3UTPOMULINH 100mg/ml npax 3a MH@Y3nOHeH WHTPaBEHO3HO

pa3TBop npuaoXeHne

Mpuns Lyoﬂn Ltd, Greece Zithrobest a3snTpoMnUuUunH 500mg CbVlﬂMMpaHa Tabnetka nepopasHo

npuaoXxeHne

Mpumnsa Medilat Medical Azytan a3UTPOMULINH 500mg dunmmpaHa Tabnetka rnepopasnHo

npunoxeHune

Pharmaceutical
Products
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Abp>xaBa — MpuTexaTen Ha Ume Ha npoaykta | INN/akTuBHO Konuuecrtso JNexkapcTBeHa c¢opmMa MbT Ha
YJsiIeHKa Ha pa3pelLueHneTo 3a BellecTtso Ha BbBexaaHe
EC/EMN ynotpeb6a aKTUBHOTO
BellecTBO B
AOo30Ba
eaAvHuua
Mepuns Pfizer Hellas A.E. Zithromax a3UTPOMULINH 100mg/ml npax 3a MHdY3MOoHeH WHTPaBEHO3HO
pa3TBop npusoxeHune
Mpumns Pfizer Hellas A.E. Zithromax a3UTPOMULINH 250mg Kancyna, TBbpAa nepopanHo
NpuNoXeHune
Mpuns Pfizer Hellas A.E. Zithromax asnTpoOMUUMH 250mg dpunmupaHa Tabnetka nepopasnHo
NpuIoXeHune
Mepuns Pfizer Hellas A.E. Zithromax a3UTPOMMULINH 209.64mg/5ml | Mpax 3a nepopasnHa nepopanHo
anxuapat cycneHsus npuaoxeHune
Mepuns Pfizer Hellas A.E. Zithromax a3UTPOMULINH 500mg ¢dunmMmpaHa TabneTtka nepopanHo
npuaoxeHune
Mpuns Rafarm SA Razimax asnTpoOMUUMH 600mg dpunmupaHa Tabnetka rnepopasnHo
NpuNoXeHune
Mpuns Rafarm SA Razimax asnTpoOMUUMH 500mg dpunmupaHa Tabnetka nepopasnHo
NpuNoXeHune
Mpuns Rafarm SA Alzirax a3snTPOMULMH 600mg dunmMmnpaHa Tabnetka rnepopasHo
npuaoxeHune
Mpuns Sja Pharm Ltd Disithrom a3snTPOMULMH 500mg dunmMmnpaHa Tabnetka rnepopasHo
npuaoxeHune
Mpumns Syndesmos S.A. - Azithromycin a3UTPOMULINH 500mg dpunmupaHa Tabnetka nepopasnHo
Pharmaceutical Syndesmos npunoxexne
Wholesalers
Mpuns Velka Hellas S.A. Ciroz asnTpOMUUMH 600mg dpunmupaHa Tabnetka rnepopasnHo
NpuNoXeHune
Mpuns Venifar Ltd Azifarm asnTpoOMUUMH 600mg dpunmupaHa Tabnetka rnepopasnHo
npusoxeHune
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Abp>xaBa — MpuTexaTen Ha Ume Ha npoaykta | INN/akTuBHO Konuuecrtso JNexkapcTBeHa c¢opmMa MbT Ha
YJsiIeHKa Ha pa3pelLueHneTo 3a BellecTtso Ha BbBexaaHe
EC/EMN ynotpeb6a aKTUBHOTO
BellecTBO B
AOo30Ba
eanHuua
Mpuns Venifar Ltd Azifarm a3snTPOMULMH 500mg dunmMmnpaHa Tabnetka rnepopasHo
npuaoxeHue
Mpumns Verisfield S.M.S.A Azivirus a3nTpoMMLMH 600mg dunmMupara Tabnetka nepopanHo
NpuNoXeHune
Mpuns Verisfield S.M.S.A Zinfect asnTpoOMUUMH 500mg npax 3a UHPY3nNoHeH MHTPaBEHO3HO
pa3TBop NpuIoXeHune
Mpuns Verisfield S.M.S.A Azivirus asnTpPOMULMH 262mg dunmMmnpaHa Tabnetka rnepopasHo
anxuapat npuaoxeHue
Mpuns Verisfield S.M.S.A Zinfect a3snTPOMULMH 600mg dunmMmnpaHa Tabnetka rnepopasHo
npuaoxeHue
Mpuns Verisfield S.M.S.A Zinfect asnTpoOMUUMH 500mg dpunmupaHa Tabnetka rnepopasnHo
NpuNoXeHune
Mpuns Verisfield S.M.S.A Zinfect asnTpoOMUUMH 262mg dpunmupaHa Tabnetka nepopasnHo
anxuapat NpuNoXeHune
Mpuns Verisfield S.M.S.A Azivirus a3snTPOMULMH 500mg dunmMmnpaHa Tabnetka rnepopasHo
npuaoxeHue
Mpuns Vian S.A. Azirox a3snTPOMULMH 250mg dunmMmnpaHa Tabnetka rnepopasHo
npuaoxeHue
Mpuns Vian S.A. Azirox asnTpOMUUMH 500mg dpunmupaHa Tabnetka rnepopasnHo
NpuIoXeHune
Mpuns Vian S.A. Azirox asnTpoOMUUMH 600mg dpunmupaHa Tabnetka rnepopasnHo
NpuNoXeHune
Mpuns Vocate Azithromycin a3snTPOMULMH 500mg dunmMmnpaHa Tabnetka rnepopasHo
dapuakeuTikn Ag Vocate npunoxenne
Mpuns Vocate Azithromycin a3nTPOMULMH 100mg/ml npax 3a UHPY3NoHeH MHTPaBEHO3HO
pa3TBop npuaoxeHue

dapuakeuTikn Ag

Vocate
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Abp>xaBa — MpuTexaTen Ha Ume Ha npoaykta | INN/akTuBHO Konuuecrtso JNexkapcTBeHa c¢opmMa MbT Ha
YJsiIeHKa Ha pa3pelLueHneTo 3a BellecTtso Ha BbBexaaHe
EC/EMN ynotpeb6a aKTUBHOTO
BellecTBO B
AOo30Ba
eavHuua
Mpuns Zwitter Azirutec a3snTPOMULMH 600mg dunmMmnpaHa Tabnetka rnepopasHo
Pharmaceuticals MpNNIoKeEHne
EME
Mpuns Zwitter Azirutec a3snTPOMULMH 500mg dunmMmnpaHa Tabnetka rnepopasHo
Pharmaceuticals npniioxenne
EME
YHrapus 1 A Pharma GmbH Azithromycin 1 A asnTpoOMUUMH 500mg punmMmnpaHa Tabnerka nepopasnHo
Pharma NpuNoXeHune
YHrapus 1 A Pharma GmbH Azithromycin 1 A asnTpoOMUUMH 250mg punmMmnpaHa Tabnerka rnepopasnHo
Pharma NpuNoXeHune
YHrapus Goodwill Pharma Azirowill a3snTPOMULMH 250mg dunmMmnpaHa Tabnetka rnepopasHo
Ltd npunoxeHune
YHrapus Goodwill Pharma Azirowill asnTpoMnUMH 500mg CbVlﬂMMpaHa Tabnetka nepopasHo
Ltd npunoxeHue
YHrapus Jubilant Aziwill asnTpOMUUMH 500mg punmMmnpaHa Tabnerka nepopasnHo
Pharmaceuticals NV npnioXenne
YHrapus Jubilant Aziwill asnTpoOMUUMH 250mg punmMmnpaHa Tabnerka nepopasnHo
Pharmaceuticals NV npnioXenne
YHrapus Krka, d.d., Novo Azibiot a3snTPOMULMH 250mg dunmMmnpaHa Tabnetka rnepopasHo
Mesto npunoxeHune
YHrapus Krka, d.d., Novo Azibiot a3snTPOMULMH 500mg dunmMmnpaHa Tabnetka rnepopasHo
Mesto npunoxeHune
YHrapus Sandoz GmbH Azi asnTpoOMUUMH 500mg punmMmnpaHa Tabnerka nepopasnHo
NpuNoXeHune
YHrapus Sandoz GmbH Azi asnTpOMUUMH 250mg punmMmnpaHa Tabnerka nepopasnHo
NpuNoXeHune
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Abp>xaBa — MpuTexaTen Ha Ume Ha npoaykta | INN/akTuBHO Konuuecrtso JNexkapcTBeHa c¢opmMa MbT Ha
4YJiIeHKa Ha pa3spelwieHueTo 3a BelLecTBo Ha BbBeXaaHe
EC/EMN ynotpeb6a aKTUBHOTO
BelLecTBo B
AO30Ba
eauHuua
YHrapus Sandoz Hungaria Azithromycin a3nTpoMMUMH 209.6mg/5ml | Mpax 3a nepopaiHa nepopasnHo
Kt Sandoz anxuapat CycneHsus npunoXxeHne
YHrapMﬂ Teva Gyégyszergya’r Zitrocin asnTpoMnuUnH 524109mg qJVIJ'IMMpaHa Tabnertka nepopasnHo
Zrt anxuapat npunoxeHune
YHrapusi Teva Gydgyszergyar | Sumamed A3UTPOMULIMH 500mg npax 3a KOHLIeHTpaT 3a WHTPaBEHO3HO
Zrt WH@Y3NOHEH pa3TBOp npuioxeHune
YHrapus Teva Gyogyszergyar | Sumamed a3UTPOMMULNH 100mg/5ml npax 3a cupon nepopasnHo
Zrt npunoXxeHne
YHrapus Teva Gyégyszergya’r Sumamed S asnTpoMnUMH 524109mg CbVlﬂMMpaHa Tabnetka nepopasHo
Zrt anxuapat npunoxeHune
YHrapMﬂ Teva Gyégyszergya’r Sumamed asnTpoMnuUnH 26205mg Kancyna, TBbpaa nepopasnHo
Zrt anxuapat npunoxeHune
YHrapusi Teva Gydgyszergyar | Sumamed A3UTPOMULIMH 500mg ¢punmupaHa Tabnerka nepopasnHo
Zrt npunoxeHune
YHrapus Teva Gyodgyszergyar | Sumamed Forte asnTpoMnumH 200mg/5ml npax 3a cupon nepopasnHo
Zrt npunoXxeHne
Wcnanana Dr. Friedrich Eberth | Azithromycin asnTpoMnuUnH 524.03mg npax 3a MHdY3nOoHeH WHTPaBEHO3HO
Arzneimittel GmbH Eberth Anxnapat pasTeop fpunoxexne
Ncnanansa Laboratorios Azithromycin a3sNTpOMMUUH 500mg dpunmupaHa Tabnetka nepopanHo
Normon, S.A. Normon NpUnoxeHue
Wcnanaus Pfizer ApS Zitromax A3UTPOMULIMH 100mg/ml npax 3a KOHLIeHTpaT 3a WHTPaBEHO3HO
WH@Y3NOHEH pa3TBOp npunoxeHune
Ncnanaus Pfizer ApS Zitromax a3UTPOMULMH 40mg/ml npax 3a nepopasnHa nepopasnHo
CycneHsus npunoXxeHne
Ncnanaus Pfizer ApS Zitromax a3UTPOMMULMH 500mg ¢pvnmupaHa Tabnetka nepopasnHo
npunoXxeHne
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Abp>xaBa — MpuTexaTen Ha Ume Ha npoaykta | INN/akTuBHO Konuuecrtso JNexkapcTBeHa c¢opmMa MbT Ha
4YJiIeHKa Ha pa3spelwieHueTo 3a BelLecTBo Ha BbBeXaaHe
EC/EMN ynotpeb6a aKTUBHOTO
BelLecTBo B
AO30Ba
eaAuHuua
Ncnanaus Pfizer ApS Zitromax A3MTPOMMULMH 250mg ¢pvnmupaHa Tabnetka nepopasnHo
npunoXxeHune
Wcnanana Stada Arzneimittel Azithromycin Stada | a@3UTPOMULMH 200mg/5ml npax 3a nepopasHa nepopasnHo
AG CycneH3us npunoxeHune
Ncnanana Stada Arzneimittel | Azithromycin Stada | @3VTPOMWUMH 500mg dnnmupaHa Tabnetka nepopasnHo
AG npuioxeHune
WpnaHans Clonmel Healthcare | Azithromycin a3nTpoMMUWMH 250mg ¢bunmMmpaHa TabneTtka nepopasnHo
Ltd. Clonmel MpNNIoKeHne
WpnaHaus European Zedbac a3MTPOMMULMH 100mg/ml npax 3a KOHLeHTpaT 3a WHTPaBEHO3HO
Regulatory Affairs WHPY3NOHEH pa3TBOp npunoXxeHune
T/A Ivowen
WpnaHans Krka, d.d., Novo Azithromycin Krka asnTpoMnuUnH 250mg ¢dunmMmpaHa TabneTtka nepopasnHo
Mesto npuioxeHune
WpnaHans Mcdermott Azromax A3UTPOMULIMH 250mg dpunmupaHa Tabnetka nepopanHo
Laboratories Ltd npnioXenne
WpnaHans Pfizer Healthcare Zithromax a3nTpoMMLMH 200mg/5ml npax 3a nepopasnHa nepopasnHo
Ireland CycneHsus npunoXxeHune
WpnaHans Pfizer Healthcare Zithromax a3nTpoMMUWMH 250mg Kancyna, TBbpAa nepopanHo
Ireland npunoXxeHune
WpnaHans Teva Pharma B.V. Azithromycin Teva | @3UTPOMWLIMH 250mg ¢dunmMmpaHa TabneTtka nepopasnHo
npunoxeHune
WTanua Accord Healthcare Azitromicina Accord | @3UTPOMULIMH 524.1mg bunmupaHa Tabnerka nepopasnHo
anxuapat npunoxeHune
S.L.U.
UTanus Agips Farmaceutici Portex A3UTPOMULIMH 524.1mg dpunmupaHa Tabnetka nepopanHo
anxuapat npunoXxeHune

S.r.l.
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Abp>xaBa — MpuTexaTen Ha Ume Ha npoaykta | INN/akTuBHO Konuuecrtso JNexkapcTBeHa c¢opmMa MbT Ha
4YJiIeHKa Ha pa3spelwieHueTo 3a BelLecTBo Ha BbBeXaaHe
EC/EMN ynotpeb6a aKTUBHOTO
BelLecTBo B
AO30Ba
eavHuua
Utanusa A|fasigma S.P.A. Trozocina asnTpoMnUMH 5241mg npax 3a MH¢y3V|OHeH MHTPaBEHO3HO
anxuapat pa3TBop npuaoXeHne
Wtanns Alfasigma S.P.A. Trozocina a3UTPOMULINH 40mg/ml npax 3a nepopainHa nepopanHo
CycneH3us npunoxeHune
WTanua Alfasigma S.P.A. Trozocina Avium asUTpOMMULMH 628.93mg bunmupaHa Tabnerka nepopasnHo
anxuapat npuioxeHune
Utanus Alfasigma S.P.A. Trozocina A3UTPOMMULMH 500mg ¢pvnmupaHa Tabnetka nepopasnHo
npuaoXxeHne
Uranusa Alfasigma S.P.A. Trozocina a3nTpoMMUWMH 262.05mg Kancyna, TBbpAa nepopasnHo
anxuapat npuaoxeHne
NTtanusa A|fasigma S.P.A. Trozocina asnTpoMnuUnH 29 rpaHynn 3a nepopasiHa nepopasnHo
CYCMNEH3Us C yAB/IKEHO npunoxeHune
ocBoboxaaBaHe
Utanns Almus S.r.l. Azitromicina Almus | @3UTPOMMUMH 524.1mg ¢dunmMmpaHa TabneTtka nepopasnHo
anxuapat npunoxeHune
UTanus Aurobindo Pharma Azitromicina a3UTPOMULINH 500mg punmMmnpaHa Tabnerka nepopanHo
(Italia) S.r.l. Aurobindo npunoxeHue
WTanua Doc Generici S.r.l. Azitromicina Doc asUTPOMMULMH 524.1mg bunmupaHa Tabnerka nepopasnHo
Generici anxuapat npuaoXeHne
Utanus Dymalife Azeptin a3UTPOMMULMH 500mg ¢pvnmupaHa Tabnetka nepopasnHo
Pharmaceutical npunoxenne
S.r.l.
Utanusa Eg S.P.A. Azitromicina Eg asnTpoMnUnH 200mg/5m| npax 3a nepopasiHa nepopasHo
Stada cycneHsus npuaoXeHne
Utanus Eg S.P.A. Azitromicina Eg a3UTPOMULINH 500mg punmMmnpaHa Tabnerka nepopanHo
npunoxeHune
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Abp>xaBa — MpuTexaTen Ha Ume Ha npoaykta | INN/akTuBHO Konuuecrtso JNexkapcTBeHa c¢opmMa MbT Ha
YsieHKa Ha pa3pelueHueTo 3a BeLlecTBo Ha BbBeXaaHe
EC/EMN ynotpeb6a aKTUBHOTO
BeLlecTBo B
Ao30Ba
eavHuua
NTanus Epifarma S.r.l. Zitrobiotic a3UTPOMULINH 524.1mg dunmMmnpaHa Tabnetka nepopasnHo
anxuapat npuaoXeHne
UTanus S.F. Group S.r.l. Azitroerre a3UTPOMULINH 524.1mg punmMmnpaHa Tabnerka nepopanHo
anxuapat npuaoxeHune
UTanus Genetic SpA Azacid a3UTPOMULINH 524.1mg punmMmnpaHa Tabnerka nepopanHo
anxuapat npuaoxeHune
NTanus Inca-Pharm S.r.l. Azylung a3UTPOMULINH 100mg/ml npax 3a MHXeKUNoHeH WHTPaBEHO3HO
pasTeop npuaoXxeHne
Utanns Ipso Pharma S.r.l. | Azitromicina Abc a3snTPOMULINH 524.1mg ¢dunmMmpaHa TabneTtka nepopasnHo
anxuapat npuaoxeHne
UTanus Istituto Chimico Rezan a3UTPOMULINH 524.1mg punmMmnpaHa Tabnerka nepopanHo
Internazionale Dr. Anxuapar NpUnoxeHue
Giuseppe Rende
S.r.l.
NTanus Konpharma S.r.l. Azitrox a3UTPOMULINH 524mg dunmMmnpaHa Tabnetka nepopasnHo
anxuapat npuaoXeHne
Utanns Krka, d.d., Novo Azitromicina Krka asnTpoMnuUnH 40mg/ml npax 3a nepopasnHa nepopasnHo
Mesto cycneHsus npuaoXeHne
Utanunga Krka, dd, Novo Azitromicina Krka asnTpoMnuUnH 500mg qJVIJ'IMMpaHa Tabnetka nepopasnHo
Mesto npuaoxeHune
Utanus Krka, d.d., Novo Azitromicina Krka a3UTPOMULINH 250mg punmMmnpaHa Tabnerka nepopanHo
Mesto npuaoxeHune
NTanus Laboratorio Batif a3UTPOMULINH 524.1mg dunmMmnpaHa Tabnetka nepopasnHo
anxuapat npuaoXeHne

Farmaceutico C.T.
S.r.l.
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Abp>xaBa — MpuTexaTen Ha Ume Ha npoaykta | INN/akTuBHO Konuuecrtso JNexkapcTBeHa c¢opmMa MbT Ha
4YJiIeHKa Ha pa3spelwieHueTo 3a BelLecTBo Ha BbBeXaaHe
EC/EMN ynotpeb6a aKTUBHOTO
BelLecTBo B
AO30Ba
eavHuua
Utanusa Lanova Zitronova asnTpoMnUMH 5241mg CbVlﬂMMpaHa Tabnetka nepopasnHo
Farmaceutici S.r.I. Anxnapat npunoxenne
NTtanusa Aescu|apius Zitrogram asnTpoMnuUnH 5241mg qJVIJ'IMMpaHa Tabnertka nepopasnHo
Farmaceutici S.r.l. Anxuapar npUnoxeHue
UTanus Maven Pharma Zindel a3UTPOMULINH 524.1mg punmMmnpaHa Tabnerka nepopanHo
SrlS.rl anxuapat npuioxeHune
Utanus Mylan S.P.A. Azitromicina Mylan | @3UTPOMULMH 500mg ¢pvnmupaHa Tabnetka nepopasnHo
npuaoXxeHne
Utanns Mylan S.P.A. Azitromicina Mylan | @3UTpPOMULWH 209.6mg/5ml | MPaX 3a nepopasnHa nepopasnHo
Generics Ttalia anxuapat cycneHsus npuaoxeHne
UTanus Pfizer Italia Zitromax a3UTPOMULINH 524.1mg npax 3a MH@Y3nOoHeH WHTPaBEHO3HO
anxuapat pasTBop npunoxeHune
S.r.l.S.r.l.
UTanus Pfizer Italia Zitromax a3UTPOMULINH 524.11mg punmMmnpaHa Tabnerka nepopanHo
SrlS.rl anxuapat npunoxeHune
Uranusa Pfizer Italia S.r.l. Zitromax a3nTpoMMUWMH 419.2mg npax 3a nepopasnHa nepopasnHo
anxuapat cycneHsus npuaoXeHne
Utanusa Pfizer Italia Zitromax asnTpoMnUMH 3144mg npax 3a nepopasiHa nepopasHo
anxuapat cycneHsus npuaoXxeHne
S.r.l.S.r.l.
Wranns Pfizer Italia S.r.l. Zitromax A3MTPOMULNH 209.6mg npax 3a nepopainHa nepopasnHo
anxuapat CycneH3us npuioxeHune
WTanua Pfizer Italia S.r.l. Zitromax a3UTPOMMULINH 157.2mg npax 3a nepopasHa nepopanHo
anxuapat CycneH3us npunoxeHune
Uranusa Pfizer Italia S.r.l. Zitromax a3nTpoMMUMH 104.8mg npax 3a nepopasnHa nepopasnHo
anxuapat cycneHsus npuaoXeHne
Ntanus Pfizer Italia S.r.l. Zitromax a3nTpoMMUWMH 40mg/ml npax 3a nepopasnHa nepopasnHo
cycneHsus npuaoXeHne
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Abp>xaBa — MpuTexaTen Ha Ume Ha npoaykta | INN/akTuBHO Konuuecrtso JNexkapcTBeHa c¢opmMa MbT Ha
4YJiIeHKa Ha pa3spelwieHueTo 3a BelLecTBo Ha BbBeXaaHe
EC/EMN ynotpeb6a aKTUBHOTO
BelLecTBo B
AO30Ba
eavHuua
Utanns Pfizer Italia S.r.l. Azitromicina Pfizer | @3UTPOMWULWH 40mg/ml npax 3a nepopasnHa nepopasnHo
CycneHsus npunoXxeHne
Wranusa Pfizer Italia S.r.l. Zitromax Avium a3nTpoMMLMH 628.93mg dunmupaHa Tabnetka nepopasnHo
anxuapat npunoxeHune
Wranusa Pfizer Italia S.r.l. Azitromicina Pfizer | @3UTPOMWULMH 524.11mg dunmMupara Tabnetka nepopasnHo
anxuapat npuioxeHune
Uranusa Pfizer Italia S.r.l. Zitromax a3nTpoMMUWMH 262.05mg Kancyna, TBbpAa nepopasnHo
anxuapat npunoXxeHne
Utanusa Pharmeg S.r.l. Azitromicina asnTpoMnUMH 5241mg CbVlﬂMMpaHa Tabnetka nepopasHo
Pharmeg anxuapat npunoxeHune
Ntanunsa Piam Farmaceutici Azitredil asnTpoMnuUnH 5241mg qJVIJ'IMMpaHa Tabnertka nepopasnHo
anxuapat npunoxeHune
SpA
Utanus Proge Farm S.r.l. Aziprome A3UTPOMULIMH 524.1mg punmMmnpaHa Tabnerka nepopanHo
anxuapat npunoxeHune
Utanus S.F. Group S.r.l. Macrozit a3UTPOMMULMH 524.11mg ¢puvnmupaHa Tabnetka nepopasnHo
anxuapat npunoXxeHne
Utanus S.F. Group S.r.l. Zimacrol a3MTPOMULMH 524.1mg ¢pvnmupaHa Tabnetka nepopasnHo
anxuapat npunoXxeHne
Utanus S.F. Group S.r.l. Tetris A3UTPOMULIMH 524.1mg punmMmnpaHa Tabnerka nepopanHo
anxuapat npuioxeHune
WTanua Sandoz GmbH Azitromicina a3UTPOMMULINH 41.92mg/ml npax 3a nepopasHa nepopanHo
Sandoz GmbH anxuapat CycneH3us npunoxeHune
Utanus Sandoz S.P.A. Azitromicina a3UTPOMULMH 500mg ¢pvnmupaHa Tabnetka nepopasnHo
Sandoz npunoXxeHne
Utanusa So.Se.Pharm S.r.l. Trozamil asnTpoMnUnH 5241mg CbVlﬂMMpaHa Tabnetka nepopasHo
anxuapat npunoXxeHne
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Abp>xaBa — MpuTexaTen Ha Ume Ha npoaykta | INN/akTuBHO Konuuecrtso JNexkapcTBeHa c¢opmMa MbT Ha
4YJiIeHKa Ha pa3spelwieHueTo 3a BelLecTBo Ha BbBeXaaHe
EC/EMN ynotpeb6a aKTUBHOTO
BelLecTBo B
AO30Ba
eaAuHuua
Utanns Teva Italia S.r.l. Azitromicina Teva asnTpoMnuUnH 200mg/5ml npax 3a nepopasnHa nepopasnHo
Italia cycneHsus npunoXxeHune
Wranusa Teva Italia S.r.l. Azitromicina Teva a3nTpoMMLMH 500mg dunmupaHa Tabnetka nepopasnHo
npunoxeHune
WTanua Teva Italia S.r.l. Azitromicina Teva a3UTPOMMLIMH 250mg bunmupaHa Tabnerka nepopasnHo
npuioxeHune
Utanus Towa Azitromicina Pensa | @3vTpoMunuuH 524.1mg ¢pvnmupaHa Tabnetka nepopasnHo
Pharmaceutical Anxnapat MpNNIoKeHne
S.P.A.
Ntanus Zentiva Italia S.r.l. | Azitromicina a3nTPOMULIMH 524.1mg ¢bunmMmpaHa TabneTtka nepopasnHo
Zentiva anxuapat npuaoXxeHne
Nateus Krka, d.d., Novo Azibiot a3UTPOMMULMH 500mg ¢pvnmupaHa Tabnetka nepopasnHo
Mesto npuioxeHune
NatBuga Sandoz GmbH Azithromycin a3UTPOMULINH 500mg dpunmupaHa Tabnetka nepopanHo
Sandoz npunoxeHune
NatBuga Teva Pharma B.V. Sumamed a3UTPOMULINH 500mg dpunmupaHa Tabnetka nepopanHo
npuaoXxeHne
Nateus Teva Pharma B.V. Sumamed asnTpoMnUnH 250mg Kancyna, TBbpaa nepopasHo
npuaoXeHne
Nntea Krka, d.d., Novo Azibiot a3MTPOMULMH 40mg/ml npax 3a nepopasnHa nepopasnHo
Mesto CycneH3us npunoxeHune
JInTtBa Krka, d.d., Novo Azibiot A3UTPOMULIMH 20mg/ml npax 3a nepopanHa nepopanHo
Mesto CycneH3us npunoxeHune
JIntBa Krka, d.d., Novo Azibiot a3UTPOMULINH 500mg dpunmupaHa Tabnetka nepopanHo
npuaoXeHne

Mesto
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Abp>xaBa — MpuTexaTen Ha Ume Ha npoaykta | INN/akTuBHO Konuuecrtso JNexkapcTBeHa c¢opmMa MbT Ha
uYJsieHKa Ha pa3spelleHmneTo 3a BelLecTBo Ha BbBeXaaHe
EC/EMN ynotpeb6a aKTUBHOTO
BellecTso B
AO30Ba
eaAuHuua
Nntea Krka, d.d., Novo Azibiot a3NTPOMULINH 250mg dunmupaHa Tabnerka nepoparnHo
Mesto npunoXxeHune
Nutea Rivopharm Ltd Zylumit A3UTPOMULIMNH 500mg dpunmupaHa Tabnetka nepopanHo
npunoxeHune
Nutea Sandoz GmbH Azithromycin A3UTPOMULIMH 500mg dpunmupaHa Tabnetka nepopanHo
Sandoz npunoxeHue
Jlntea Sia Ingen Pharma Azithromycin Ingen | @3/ TPOMULIMH 500mg ¢bunmMmpaHa TabneTtka nepopasnHo
Pharma npunoXxeHune
Jlutea Teva Pharma B.V. Azithromycin Teva | 83UTPOMULMH 500mg Ancneprupaila ce nepopasnHo
Tabnetka npunoXxeHune
Jlntea Teva Pharma B.V. Sumamed Forte a3nTpoMMLMH 200mg/5ml npax 3a nepopasnHa nepopasnHo
CycneHsus npunoxeHue
Nutea Teva Pharma B.V. Sumamed A3UTPOMULIMNH 500mg dpunmupaHa Tabnetka nepopanHo
npunoxeHune
Nntea Teva Pharma B.V. Sumamed a3NTPOMULINH 250mg Kancyna, Tebpaa nepoparnHo
npunoXxeHune
Nntea Zentiva, K.S. Azitrox a3NTPOMULINH 524mg dunmupaHa Tabnerka nepoparnHo
anxuapat npunoXxeHune
Nutea Zentiva, K.S. Azitrox A3UTPOMULIMH 250mg dpunmupaHa Tabnetka nepopanHo
npunoxeHue
JNokcembypr Eurogenerics Azithromycine Eg asnTpoMmumH 200mg/5ml npax 3a nepopanHa nepopanHo
N.V./S.A CycneHsus npunoxeHune
Jiokcembypr Eurogenerics Azithromycine Eg a3UTPOMULINH 512mg dunmMmnpaHa Tabnetka nepopasnHo
N.V./S.A MoHOXuAapat npunoXxeHune
Jiokcembypr Eurogenerics Azithromycine Eg a3UTPOMULINH 250mg dunmMmnpaHa Tabnetka nepopasnHo
N.V./S.A npunoXxeHune
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Abp>xaBa — MpuTexaTen Ha Ume Ha npoaykta | INN/akTuBHO Konuuecrtso JNexkapcTBeHa c¢opmMa MbT Ha
YsieHKa Ha pa3pelueHueTo 3a BeLlecTBo Ha BbBeXaaHe
EC/EMN ynotpeb6a aKTUBHOTO
BeLlecTBo B
Ao30Ba
eaAuHuua
Jiokcembypr Pfizer S.A. Zitromax a3UTPOMULINH 50.08mg npax 3a nepopasnHa nepopasnHo
anxuapat CycneHsus npunoXxeHune
Iokcembypr Pfizer S.A. Zitromax A3UTPOMULIMNH 628.84mg dpunmupaHa Tabnetka nepopanHo
anxuapat npuaoxeHune
JokceMmbypr Pfizer S.A. Zitromax A3UTPOMULIMH 524.03mg dpunmupaHa Tabnetka nepopanHo
anxuapat npuaoxeHune
Jiokcembypr Pfizer S.A. Zitromax a3UTPOMULINH 262.01mg dunmMmnpaHa Tabnetka nepopasnHo
anxuapat npunoXxeHune
Jokcembypr Ratiopharm GmbH Azithromycin a3UTPOMULINH 500mg dunmupaHa Tabnerka nepopasnHo
Ratiopharm npunoxenne
Iokcembypr Ratiopharm GmbH Azithromycin A3UTPOMULIMH 250mg dpunmupaHa Tabnetka nepopanHo
Ratiopharm NpUnoxeHue
ManTa Pfizer Hellas A.E. Zithromax a3nTpoMMLMH 200mg/5ml npax 3a nepopasnHa nepopasnHo
cycneHsus npuaoxeHune
ManTa Pfizer Hellas A.E. Zithromax a3nTpoMMUWMH 250mg Kancyna, TBbpAa nepopanHo
npunoXxeHune
ManTa Piam Farmaceutici | Azitredil a3nTPOMULINH 524.1mg ¢dunmMmpaHa TabneTtka nepopasnHo
SpA anxuapat npunoXxeHune
ManTa Verisfield S.M.S.A Zinfect A3UTPOMULIMH 250mg dpunmupaHa Tabnetka nepopanHo
npuaoxeHune
Huaepnanans Aurobindo Pharma Azitromycine A3UTPOMULIMH 250mg dpunmupaHa Tabnetka nepopanHo
B.V. Aurobindo npunoxeHue
Huaepnanauns Aurobindo Pharma Azitromycine a3UTPOMULINH 500mg dunmMmnpaHa Tabnetka nepopasnHo
B.V. Aurobindo npunoxenne
Hvnaepnanans Centrafarm B.V. Azitromycine Cf asnTpoMnuUnH 204.8mg/5ml | MPaX 3a nepopasnHa nepopasnHo
MoHOXuAapat CycneHsus npunoXxeHune

30




Abp>xaBa — MpuTexaTen Ha Ume Ha npoaykta | INN/akTuBHO Konuuecrtso JNexkapcTBeHa c¢opmMa MbT Ha
YsieHKa Ha pa3pelueHueTo 3a BeLlecTBo Ha BbBeXaaHe
EC/EMN ynotpeb6a aKTUBHOTO
BeLlecTBo B
Ao30Ba
eavHuua
Hunaepnanauns Centrafarm B.V. Azitromycine Cf asnTpoMnUMH 500mg CbVlﬂMMpaHa Tabnetka nepopasnHo
npuaoXeHne
Huaepnanans Centrafarm B.V. Azitromycine Cf a3UTPOMULINH 250mg punmMmnpaHa Tabnerka nepopasnHo
npuaoxeHune
Huaepnanans Dr. Friedrich Eberth | Azitromycine asnTpoOMUUMH 1mg/ml npax 3a KOHLUEeHTpaT 3a WHTPaBEHO3HO
Arzneimittel GmbH Eberth MIHPY31OHEH pasTeop npnioXenne
Huaepnanauns Jubilant Azitromycine a3UTPOMULINH 500mg dunmMmnpaHa Tabnetka nepopasnHo
Pharmaceuticals NV | Jubilant fpunoxexne
Huaepnanauns Jubilant Azitromycine a3UTPOMULINH 250mg dunmMmnpaHa Tabnetka nepopasnHo
Pharmaceuticals NV | Jubilant npunoxenne
Huaepnanauns Mylan Azitromycine Mylan | @3UTPOMMULIMH 250mg punmMmnpaHa Tabnerka nepopasnHo
Pharmaceuticals npniioxenne
Limited
Huaepnanauns Mylan Azitromycine Mylan | @3TPOMULIMH 20mg/ml npax 3a nepopasnHa nepopasnHo
Pharmaceuticals MOHoOXuAapaT cycneHsus npuaoxeHune
Limited
Huaepnanauns Mylan Azitromycine Mylan | @3UTPOMMULIMH 500mg punmMmnpaHa Tabnerka nepopasnHo
Pharmaceuticals npnioXenne
Limited
HuaepnaHans Pfizer B.V. Zithromax 6e3soaeH 500mg PpunMmpaHa Tabnetka nepopasnHo
a3UTPOMULINH npuaoXeHne
Hunaepnanauns Pfizer B.V. Zithromax 6e3BoaeH 200mg/5m| npax 3a nepopasiHa nepopasHo
a3UTPOMULINH cycneHsus npuaoXxeHne
Huaepnanauns Pfizer B.V. Zithromax 6e3soaeH 250mg dunmMmnpaHa Tabnetka nepopasnHo
a3UTPOMULINH npuaoxeHune
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Abp>xaBa — MpuTexaTen Ha Ume Ha npoaykta | INN/akTuBHO Konuuecrtso JNexkapcTBeHa c¢opmMa MbT Ha
YsieHKa Ha pa3pelueHueTo 3a BeLlecTBo Ha BbBeXaaHe
EC/EMN ynotpeb6a aKTUBHOTO
BeLlecTBo B
Ao30Ba
eavHuua
Huaepnaxamns Ratiopharm GmbH Azithromycine asnTpoMnuUnH 200mg/5ml npax 3a nepopasnHa nepopasnHo
Ratiopharm cycneHsus npuaoXeHne
Huaepnanans Ratiopharm GmbH Azitromycine a3UTPOMULINH 250mg punmMmnpaHa Tabnerka nepopanHo
Ratiopharm npUnoxeHue
Huaepnanans Ratiopharm GmbH Azithromycine a3UTPOMULINH 500mg punmMmnpaHa Tabnerka nepopanHo
Ratiopharm NpUnoxeHue
Huaepnanauns Sandoz B.V. Azitromycine a3UTPOMULINH 200mg/5ml npax 3a nepopasnHa nepopasnHo
Sandoz B.V cycneHsus npuaoXxeHne
Hunaepnanans Sandoz B.V. Azitromycine asnTpoMnUMH 100mg/5m| npax 3a nepopasiHa nepopasHo
Sandoz cycneHsus npuaoxeHne
Huaepnanauns Sandoz B.V. Azitromycine a3UTPOMULINH 500mg punmMmnpaHa Tabnerka nepopanHo
Sandoz npuaoxeHune
Huaepnanans Sandoz B.V. Azitromycine a3UTPOMULINH 250mg punmMmnpaHa Tabnerka nepopanHo
Sandoz npuaoxeHune
HuaepnaHamns Teva Nederland Azitromycine Teva a3UTPOMULINH 200mg/5ml npax 3a nepopanHa nepopasnHo
B.V cycneHsus npuaoXeHne
Huaepnaxamns Teva Nederland Azithromycine Teva | @3UTPOMWLIMH 500mg ¢dunmMmpaHa TabneTtka nepopasnHo
B.V npuaoXxeHne
Huaepnanamna Teva Nederland Azithromycine Teva | @3UTPOMULINH 250mg dunmMupara Tabnetka nepopanHo
B.V npuaoxeHune
Hopserus Macure Pharma ApS | Amzolynic a3UTPOMULINH 500mg npax 3a KOHUEeHTpaT 3a WHTPaBEHO3HO
MHDY3NOHEH pa3TBoOp npuaoxeHune
Hopserus Pfizer AS Azitromax a3UTPOMULINH 40mg/ml npax 3a nepopasnHa nepopasnHo
cycneHsus npuaoXeHne
Hopserus Pfizer AS Azitromax a3UTPOMULINH 500mg dunmMmnpaHa Tabnetka nepopasnHo
npuaoXeHne

32




Abp>xaBa — MpuTexaTen Ha Ume Ha npoaykta | INN/akTuBHO Konuuecrtso JNexkapcTBeHa c¢opmMa MbT Ha
YJsiIeHKa Ha pa3pelLueHneTo 3a BellecTtso Ha BbBexaaHe
EC/EMN ynotpeb6a aKTUBHOTO
BellecTBO B
AOo30Ba
eavHuua
Monwa Adamed Pharma Azycyna asnTpoMnUMH 200mg/5m| rpaHynn 3a nepopasiHa nepopasnHo
SA cycneHsus npunoxeHune
Monwa Adamed Pharma Azycyna asnTpoOMUUMH 500mg dpunmupaHa Tabnetka nepopasnHo
SA NpuNoXeHune
Monwa Adamed Pharma Azycyna asnTpoOMUUMH 250mg dpunmupaHa Tabnetka nepopasnHo
SA NpuIoXeHune
Monwa Artespharm Sp. Z Abiazyt asnTpPOMULMH 524.1mg obsuTa Tabnetka rnepopasHo
0.0 anxuapat npunoxeHue
Monwa Aurovitas Pharma Azithromycin a3UTPOMULINH 500mg dunmupaHa Tabnerka nepopasnHo
Polska Sp. Z 0.0 Aurovitas npunoxeHue
Monwa Aurovitas Pharma Azithromycin a3UTPOMULINH 250mg dpunmupaHa Tabnetka nepopasnHo
Polska Sp. Z 0.0 Aurovitas NpUnoxeHue
Monwa Bausch Health Macromax asnTpoOMUUMH 500mg dpunmupaHa Tabnetka nepopasnHo
Ireland Limited npnnioxenne
Monwa Krka, d.d., Novo Azithromycin Krka a3snTPOMULMH 500mg dunmMmnpaHa Tabnetka rnepopasHo
Mesto npunoxeHune
Monwa Krka, d.d., Novo Azithromycin Krka | @3/ TPOMWLIMH 250mg ¢dunmMmpaHa TabneTtka nepopasnHo
Mesto npunoxeHune
Monwa Krka, d.d., Novo Azibiot asnTpOMUUMH 500mg dpunmupaHa Tabnetka nepopasnHo
Mesto NpuIoXeHune
Monwa Przedsiebiorstwo Nobaxin asnTpoOMUUMH 500mg dpunmupaHa Tabnetka nepopasnHo
Farmaceutyczne npunoxeHue
Lek-Am Sp. Z O.0.
Monwa Sandoz GmbH Azitrolek a3UTPOMULINH 200mg/5ml npax 3a nepopajsHa nepopasnHo
cycneHsus npunoxeHune
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Abp>xaBa — MpuTexaTen Ha Ume Ha npoaykta | INN/akTuBHO Konuuecrtso JNexkapcTBeHa c¢opmMa MbT Ha
YsieHKa Ha pa3pelueHueTo 3a BeLlecTBo Ha BbBeXaaHe
EC/EMN ynotpeb6a aKTUBHOTO
BeLlecTBo B
Ao30Ba
eavHuua
Monwa Sandoz GmbH Azitrolek asnTpoMnUMH 100mg/5m| npax 3a nepopasiHa nepopasnHo
cycneHsus npunoxeHune
Monwa Sandoz GmbH Azitrolek asnTpoOMUUMH 500mg punmMmnpaHa Tabnerka nepopasnHo
npuaoxeHune
Monwa Sandoz GmbH Azitrolek asnTpoOMUUMH 250mg punmMmnpaHa Tabnerka nepopasnHo
npuaoxeHune
Monwa Sia, Zim Azithromycin Zim a3UTPOMULINH 500mg dunmMmnpaHa Tabnetka nepopasnHo
Laboratories Limited fpunoxexne
Monwa Synoptis Pharma Sp | Azithromycin a3UTPOMULINH 500mg dunmupaHa Tabnerka nepopasnHo
Z0O0 Genoptim npunoxenne
Monwa Tarchominiskie Azimycin asnTpoOMUUMH 250mg punmMmnpaHa Tabnerka nepopasnHo
Zaktady npuaoxeHune
Farmaceutyczne
"polfa" Spoétka
Akcyjna
Monwa Tarchominskie Azimycin a3nTpoMMUWMH 200mg/5ml npax 3a nepopasnHa nepopasnHo
Zaktady cycneHsus npunoxeHue
Farmaceutyczne
"polfa" Spoétka
Akcyjna
Monwa Tarchominskie Azimycin a3UTPOMULINH 100mg/5ml npax 3a nepopasnHa nepopasnHo
Zaktady cycneHsus npunoxeHune
Farmaceutyczne
"polfa" Spotka
Akcyjna
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Abp>xaBa — MpuTexaTen Ha Ume Ha npoaykta | INN/akTuBHO Konuuecrtso JNexkapcTBeHa c¢opmMa MbT Ha
YJsiIeHKa Ha pa3pelLueHneTo 3a BellecTtso Ha BbBexaaHe
EC/EMN ynotpeb6a aKTUBHOTO
BellecTBO B
AOo30Ba
eavHuua
Monwa Tarchominskie Azimycin a3UTPOMULINH 500mg dunmupaHa Tabnerka nepopasnHo
Zaktady npunoxeHune
Farmaceutyczne
"polfa" Spoétka
Akcyjna
Monwa Tarchomiiskie Azimycin a3snTPOMULMH 125mg dunmMmnpaHa Tabnetka rnepopasHo
Zaktady npunoxeHue
Farmaceutyczne
"polfa" Spotka
Akcyjna
Monwa Teva B.V Bactrazol asnTpoOMUUMH 500mg punmMmnpaHa Tabnerka nepopasnHo
NpuNoXeHune
Monwa Teva Sumamed a3snTpPOMULMH 1000mg avcneprupatia ce rnepopasHo
Pharmaceuticals Tabnetka npunoxeHune
Polska Sp. Z 0.0.
Monwa Teva Sumamed a3snTPOMULMH 500mg dunmMmnpaHa Tabnetka rnepopasHo
Pharmaceuticals MpNNIoKeEHne
Polska Sp. Z 0.0.
Monwa Teva Sumamed Forte asnTpoMnUnH 200mg/5m| npax 3a nepopasiHa nepopasHo
Pharmaceuticals cycneHsus npunoxeHune
Polska Sp. Z 0.0.
Monwa Teva Sumamed asnTpoMnuUunH 100mg/5m| npax 3a nepopasHa nepopasnHo
Pharmaceuticals cycneHsus NpuNoXeHune
Polska Sp. Z O.0.
Monwa Teva Sumamed asnTpoOMUUMH 125mg punmMmnpaHa Tabnerka nepopasnHo
NpuNoXeHune

Pharmaceuticals
Polska Sp. Z O.0.

35




Abp>xaBa — MpuTexaTen Ha Ume Ha npoaykta | INN/akTuBHO Konuuecrtso JNexkapcTBeHa c¢opmMa MbT Ha
YsieHKa Ha pa3spelwieHMeTo 3a BelecTsBo Ha BbBexpaaHe
EC/EMN ynotpeb6a aKTUBHOTO
BELecTBO B
AO30Ba
eavHuua
Monwa Teva Sumamed asnTpPOMMUMH 500mg aucneprupaiia ce rnepopasnHo
Pharmaceuticals Tabnetka npunoxeHune
Polska Sp. Z 0.0.
Monwa Teva Sumamed asnTpPOMMUMH 250mg aucneprupaiia ce rnepopasnHo
Pharmaceuticals TabneTka npuaoXxeHue
Polska Sp. Z 0.0.
Monwa Teva Azithromycin Teva asnTpoMnuUnH 500mg ancneprupatla ce nepopasnHo
Pharmaceuticals TabneTka npuaoXxeHue
Polska Sp. Z O.0.
Monwa Teva Azithromycin Teva asnTpoOMUUMH 250mg aucneprupaiia ce nepopasnHo
Pharmaceuticals TabneTka npuaoXxeHue
Polska Sp. Z O.0.
Monwa Teva Sumamed asnTpoOMUUMH 250mg Kancyna, Tebpaa nepopasnHo
Pharmaceuticals npunoxexne
Polska Sp. Z O.0.
Monwa Zentiva, K.S. Azitrox asnTpoOMUUMH 500mg punmMmnpaHa Tabnerka nepopasnHo
npuaoXeHne
MopTtyranus Altan Azitromicina Altan asnTpPOMMUMH 100mg/ml npax 3a nHdy3noHeH MHTPaBEHO3HO
Pharmaceuticals pasTeop fpunoxexne
S.A.
MopTyranus Alter S.A. Azitromicina Alter asnTpoMnuUnH 524.04mg obsuTa Tabnetka nepopasnHo
anxuapat npunoxeHue
I'IopTyraJ'IMﬂ Alter S.A. Azitromicina Alter asnTpoMnuUunH 500mg obBUTa TabneTtka nepopasnHo
npunoxeHune
MopTtyranus Baldacci - Portugal, | Azitromicina asnTpoMmumH 200mg/5ml npax 3a nepopanHa nepopanHo
cycneHsus npunoxeHune

S.A.

Baldacci
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Abp>xaBa — MpuTexaTen Ha Ume Ha npoaykta | INN/akTuBHO Konuuecrtso JNexkapcTBeHa c¢opmMa MbT Ha
YsieHKa Ha pa3pelueHueTo 3a BeLlecTBo Ha BbBeXaaHe
EC/EMN ynotpeb6a aKTUBHOTO
BeLlecTBO B
AO30Ba
eavHuua
MopTtyranus Baldacci - Portuga|, Azitromicina asnTpoMnUMH 524mg CbVlﬂMMpaHa Tabnetka nepopasnHo
SA. Baldacci anxunapat npunoXxeHune
MopTyranus Biofarmoz- Azitromicina a3NTPOMMULMH 500mg npax 3a MH@Y3nOoHeH WHTPaBEHO3HO
Sociedade Técnico Biofarmoz pasTeOp npunoxexne
Medicinal,
Unipessoal, Lda.
MopTyranus Bluepharma Azitromicina a3UTPOMULINH 500mg o6BMTa TabneTtka nepopasnHo
Genéricos - Bluepharma npunoxeHne
Comércio De
Medicamentos, S.A.
MopTyranus B|uepharma Bluesar asnTpoMnUnH 500mg CbVlﬂMMpaHa Tabnetka nepopasHo
A npuaoXeHne
Industria
Farmacéutica S.A.
MopTyranus Bluepharma Bloza a3NTPOMMULMH 500mg punmMmnpaHa Tabnerka nepopanHo
A npuaoXeHne
Industria
Farmacéutica S.A.
MopTyranus Bluepharma Bloza a3NTPOMMULMH 250mg punmMmnpaHa Tabnerka nepopanHo
A npuaoXeHne
Industria
Farmacéutica S.A.
MopTyranus Bluepharma Azitromicina Oara a3NTPOMMULMH 500mg punmMmnpaHa Tabnerka nepopanHo
— npuaoXeHne
Industria Bluepharma -
Farmacéutica S.A. Industria
Farmacéutica
MopTtyranusa Ciclum Farma Azitromicina Ciclum | @3UMTPOMUUUH 524mg obBuTa Tabnetka nepopasHo
Unipessoal Lda. anxuapat npuaoXeHne
MopTyranus Faes Farma Azitromicina Vitoria | @3MTPOMULNH 524mg bunmupaHa Tabnerka nepopanHo
Portugal, S.A. anxuapat npuaoXeHne

37




Abp>xaBa — MpuTexaTen Ha Ume Ha npoaykta | INN/akTuBHO Konuuecrtso JNexkapcTBeHa c¢opmMa MbT Ha
useHKa Ha paspelweHuneTo 3a BewecTso Ha BbBeXxaaHe
EC/EMN ynotpeb6a aKTUBHOTO
BeLwecTso B
pososa
eAnHuua
Moptyranus Farmoz - Sociedade | Azitromicina asnTpPOMULIMH 500mg o6BuTa TabneTka nepopasnHo
Técnico Medicinal, Farmoz npunoxexHue
S.A.
MopTyranus Farmoz - Sociedade | Azitromicina a31TPOMMULIMH 524.03mg npax 3a WHdY3NOHeH WHTPaBEHO3HO
Técnico Medicinal Farmoz Anxuapar pasTeop npunoxeHue
I
S.A.
Moptyranus Fresenius Kabi Azitromicina Kabi a3nNTPOMULIMH 524.1mg npax 3a UHdY3MoHeH MHTPaBEHO3HO
Pharma Portugal Avnxuapar pasTBop npuoxeHune
1
Lda.
MopTyranus Generis Azitromicina a3NTPOMULIMH 41.924mg/m| | Npax 3a nepopasnHa nepopasnHo
Farmacéutica, S.A. | Generis Anxuapar cycneHsusa npunoxeHue
, S.A.
MopTyranus Generis Azitromicina a3NTPOMULIMH 250mg dbunmmpaHa Tabnetka nepopasHo
Farmacéutica, S.A. Aurovitas npunoxexHue
MopTyranus Generis Azitromicina a3UTPOMULINH 500mg dbunmmupaHa Tabnetka nepopasnHo
Farmacéutica, S.A. Aurobindo npunoxexHue
MopTyranus Generis Azitromicina a31TPOMMULIMH 524mg o6BWTa Tabnetka nepopasnHo
Farmacéutica, S.A. Labesfal Anxnapat npuaoxeHuve
MopTyranus Generis Azitromicina a3NTPOMULIMH 524mg obBuTa TabneTka nepopasnHo
Farmacéutica, S.A. | Generis Anxuapar npunoXeHue
Moptyranus Generis Azitromicina A3UTPOMMULMH 500mg bunmupaHa Tabnetka nepopasnHo
Farmacéutica, S.A. Aurovitas npunoxexHue
Mopryranus i asnTPOMULIMH dbunmmpara Tabnetka nepopasiHo
Germed Ziger 524.05mg
Farmacéutica, Lda AvXnAapat npuIoXeHne
, Lda.
MopTyranus Germed Azitromicina A3UTPOMULIMH 524mg obBuTa Tabnetka repopanHo
anxmapat NpUIOXeHNe

Farmacéutica, Lda.

Germed
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Abp>xaBa — MpuTexaTen Ha Ume Ha npoaykta | INN/akTuBHO Konuuecrtso JNexkapcTBeHa c¢opmMa MbT Ha
YsieHKa Ha pa3pelueHueTo 3a BeLlecTBo Ha BbBeXaaHe
EC/EMN ynotpeb6a aKTUBHOTO
BeLlecTBO B
AO30Ba
eAuHMua
I'lopTyraJ'IVIﬂ Gp - Genéricos Azitromicina Gp asnTpoMnUMH 524mg obBuTa Tabnetka nepopasnHo
Portugueses, Lda anxunapat NpuoXeHNe
I'IopTyraJ'IMﬂ Gp - Genéricos Azitromicina Gp asnTpoMnuUnH 524mg obBUTa Tabnetka nepopasnHo
Portugueses, Lda. npunoxexne
MopTtyranus Jaba Recordati, S.A. | Azitromicina Jaba a3UTPOMULINH 500mg o6BuTa Tabnetka nepopanHo
npuaoXeHne
MopTtyranwus Krka Farmacéutica, | Azitromicina Krka a3UTPOMMULINH 500mg ¢unmMmpaHa Tabnetka nepopasnHo
Unipessoal Lda. npunoxeHne
MopTyranus My|an, Lda Azitromicina My|an asnTpoMnUMH 500mg CbVlﬂMMpaHa Tabnetka nepopasHo
NpusoXeHNe
MopTyranus Laboratorios Atral, Azitromicina Atral asnTpoMmumH 500mg o6suTa TabneTka nepopanHo
SA npuaoXeHne
MopTyranus Laboratérios Azitromicina A3UTPOMULINH 524.01mg o6BMTa TabneTka nepopanHo
Azevedos - Azevedos Anxuapar npunoxexne
Industria
Farmacéutica, S.A.
I'lopTyraJ'IVIﬂ Laboratorios Azitromicina asnTpoMnUnH 100mg/m| npax 3a MH¢y3V|OHeH MHTPaBEHO3HO
Azevedos - Azevedos pasTeop fpunoxexne
Industria
Farmacéutica, S.A.
MopTtyranus Laboratoérios Basi - | Azitromicina Basi a3UTPOMULINH 524mg o6BuTa Tabnetka nepopanHo
Inddstria anxuapat npuaoXeHne
Farmacéutica, S.A.
MopTtyranus Laboratoérios Basi - | Azitromicina Basi a3UTPOMULINH 524mg npax 3a UHdy3noHeH WHTPaBEHO3HO
anxuapat pa3TBop npuaoXeHne

Industria
Farmacéutica, S.A.
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Abp>xaBa — MpuTexaTen Ha Ume Ha npoaykta | INN/akTuBHO Konuuecrtso JNexkapcTBeHa c¢opmMa MbT Ha
4YJiIeHKa Ha pa3spelwieHueTo 3a BelLecTBo Ha BbBeXaaHe
EC/EMN ynotpeb6a aKTUBHOTO
BelLecTBo B
AO30Ba
eauHuua
MopTtyranus Laboratdrios Basi - | Azitriomicina a3nTpoMMUMH 200mg/5ml npax 3a nepopasnHa nepopasnHo
Inddstria Clintex CycneHsus npunoXxeHne
Farmacéutica, S.A.
MopTtyranus Laboratdrios Pfizer Zithromax a3UTPOMULINH 209.64mg/5ml | MPax 3a nepopasnHa nepopasnHo
Lda anxuapat CycneH3us npunoxeHune
MopTtyranus Laboratorios Pfizer Zithromax asnTpoMmumH 524.1mg bunmupaHa Tabnerka nepopanHo
anxuapat npunoxeHune
Lda.
MopTyranus Laboratorios Pfizer Zithromax IV asMTpoMMuUnH 100mg/ml Mpax 3a MHGY3MOHEH MHTPaBEHO3HO
Lda pa3TBop npunoXxeHne
MopTtyranusa My|an, Lda Azitromicina My|an asnTpoMnUMH 500mg CbVlﬂMMpaHa Tabnetka nepopasHo
npunoXxeHne
MopTtyranus Mylan, Lda Azitromicina Mylan | @3UTpPOMULWH 40.96mg/ml npax 3a nepopasnHa nepopasnHo
MoHOXuapar CycneHsus npuioxeHune
MopTtyranus Pentafarma - Azitromicina a3nTpoMMLMH 200mg/5ml npax 3a nepopasnHa nepopanHo
Sociedade Tecnico- | Pentafarma CycneHsns npnioXenne
Medicinal S.A.
MopTyranus Pentafarma - Azitrix A3UTPOMULIMH 200mg/5ml npax 3a nepopasnHa nepopanHo
Sociedade Tecnico- CycneH3us npunoxeHune
Medicinal S.A.
MopTyranus Pentafarma - Azitromicina A3UTPOMULIMH 524mg o6BuTa Tabnerka nepopanHo
Sociedade Tecnico- | Pentafarma Anxnapat npunoxenne
Medicinal S.A.
MopTtyranus Pentafarma - Azitromicina a3UTPOMMULMH 500mg obBuTa Tabnetka nepopasnHo
Sociedade Tecnico- | Pentafarma npunoxenne
Medicinal S.A.
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Abp>xaBa — MpuTexaTen Ha Ume Ha npoaykta | INN/akTuBHO Konuuecrtso JNexkapcTBeHa c¢opmMa MbT Ha
YJiIeHKa Ha paspelueHmeTo 3a BelecTso Ha BbBeXpaaHe
EC/EMN ynotpeb6a aKTUBHOTO
BellecTBo B
AO30Ba
eavHuua
I'lopTyraJ'IVIﬂ Pentafarma - Azitromicina Azitrix asnTpoMnUMH 500mg obBUTa TabneTka nepopasnHo
Sociedade Tecnico- npunoxeHue
Medicinal S.A.
I'lopTyraJ'IVIﬂ Pentafarma - Azitromicina Almus asnTpoMnUMH 500mg obBUTa TabneTtka nepopasHo
Sociedade Tecnico- npunoxexne
Medicinal S.A.
I'IopTyraJ'IMﬂ Pentafarma - Azitromicina Legin asnTpoMnuUnH 500mg npax 3a MHqu3V|OHeH UHTPaBEHO3HO
Sociedade Tecnico- pasTeOp npunoxexne
Medicinal S.A.
MopTtyranus Pharmakern Azitromicina a3NTPOMMULMH 524mg dbunmmpaHa Tabnetka nepopasnHo
Portugal - Produtos | Pharmakern Anxuapar NpUnoxeHue
Farmacéuticos,
Sociedade
Unipessoal, Lda.
MopTyranus Sandoz Azitromicina a3UTPOMMUUMH 500mg duvnMupaHa Tabnetka rnepopasHo
Farmacéutica Lda. Sandoz NpUnoxeHue
MopTtyranus Sia, Zim Azitromicina Zim a3NTPOMMULMH 500mg dbunnmmpaHa Tabnetka nepopasnHo
Laboratories Limited npunoxexne
MopTtyranus Sidefarma - Zitrozina a3NTPOMMULMH 524.01mg obBuTa Tabnetka nepopasnHo
Sociedade Industrial AnXuApat npunoxeHue
De Expansdo
Farmacéutica, S.A.
MopTyranus Teva B.V Sumamed a3UTPOMMUUMH 1000mg avcneprmpata ce rnepopasHo
TabneTka npuaoXxeHue
MopTtyranus Teva B.V Sumamed a3NTPOMMULMH 500mg avcneprupalia ce nepopasnHo
TabneTka npuaoXxeHue

41




Abp>xaBa — MpuTexaTen Ha Ume Ha npoaykta | INN/akTuBHO Konuuecrtso JNexkapcTBeHa c¢opmMa MbT Ha
4YJiIeHKa Ha pa3spelwieHueTo 3a BelLecTBo Ha BbBeXaaHe
EC/EMN ynotpeb6a aKTUBHOTO
BelLecTBo B
AO30Ba
eavHuua
MopTtyranus Teva Pharma - Azitromicina Teva a3nTpoMMUMH 200mg/5ml npax 3a nepopasnHa nepopasnHo
Produtos CycneHsus npunoXxeHne
Farmacéuticos Lda
MopTtyranus Teva Pharma - Azitromicina Teva asnTpoMnUMH 500mg CbVlﬂMMpaHa Tabnetka nepopasHo
Produtos npunoxeHune
Farmacéuticos Lda
MopTtyranusa Towa Azitromicina Tolife asnTpoMnuUnH 524mg obBuTa Tabnetka nepopasnHo
Pharmaceutical S.A. Avxuapar npniioxenne
MopTtyranus Zentiva Portugal, Azitromicina asnTpoMmumH 524.01mg bunmupaHa Tabnerka nepopanHo
Lda Zentiva anxuapat npunoxeHune
PymMbHUA Arena Group S.A Azitromicind Arena | @3MTPOMWULNH 524mg dunmupaHa Tabnertka nepopasnHo
anxuapat npunoXxeHne
PyMbHUSA Krka, d.d., Novo Azibiot A3UTPOMMULMH 40mg/ml npax 3a nepopasnHa nepopasnHo
Mesto CycneHsus npunoXxeHne
PyMbHUSA Krka, d.d., Novo Azibiot A3UTPOMULIMH 500mg punmMmnpaHa Tabnerka nepopanHo
Mesto npuioxeHune
PyMbHUSA S.C. Rompharm Azitromicing A3UTPOMULIMH 500mg npax 3a MH@Y3nOHeH WHTPaBEHO3HO
Company S.r.l. Rompharm pasTeop npunoxeHue
PymMbHUA S.C. Sandoz S.r.l. Azitromicind a3nTpoMMUMH 209.6mg/5ml npax 3a nepopasnHa nepopasnHo
Sandoz MoHOoXuapat CycneHsus npunoXxeHne
PyMbHMA S.C. Sandoz S.r.l. Azitromicina asnTpoMnuUnH 209.6mg/5ml | Npax 3a nepopanHa nepopasnHo
Sandoz anxuapat CycneHsus npunoXxeHne
PymMbHUA S.C. Sandoz S.r.l. Azitromicina a3nMTpOMULUNH 200mg/5ml npax 3a nepopasnHa nepopasnHo
Sandoz CycneH3us npunoxeHune
PymMbHUA S.C. Sandoz S.r.l. Azitromicina a3nTpoMMLMH 209.6mg/5ml npax 3a nepopasnHa nepopanHo
anxuapat CycneH3us npunoxeHune

Sandoz
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Abp>xaBa — MpuTexaTen Ha Ume Ha npoaykta | INN/akTuBHO Konuuecrtso JNexkapcTBeHa c¢opmMa MbT Ha
YJsiIeHKa Ha pa3pelLueHneTo 3a BellecTtso Ha BbBexaaHe
EC/EMN ynotpeb6a aKTUBHOTO
BellecTBO B
AOo30Ba
eaAnHuua
PyMbHUA S.C. Sandoz S.r.l. Azitromicina asnTpoMnUMH 500mg CbVlﬂMMpaHa Tabnetka nepopasnHo
Sandoz npuaoxeHue
PymMbHUA S.C. Sandoz S.r.l. Azitromicina a3UTPOMULINH 104.8mg/5ml npax 3a nepopainHa nepopanHo
Sandoz anxuapat cycneHsus NpuNoXeHune
PyMbHUA S.C. Sandoz S.r.l. Azitromicina a3snUTPOMULMH 250mg punmMmnpaHa Tabnerka nepopasnHo
Sandoz NpuIoXeHune
PyMbHUA Terapia S.A. Azitromicind asnTpPOMULMH 500mg dunmMmnpaHa Tabnetka rnepopasHo
Terapia npuaoxeHue
PyMbHUA Teva B.V Sumamed Forte asnTpoMnUMH 200mg/5m| npax 3a nepopasiHa nepopasHo
cycreH3umsa npuaoxeHue
PyMbHUA Teva B.V Sumamed a3snUTPOMULMH 524.109mg punmMmnpaHa Tabnerka nepopasnHo
anxuapat NpuNoXeHune
PyMbHUA Teva B.V Sumamed a3snUTPOMULMH 131.027mg punmMmnpaHa Tabnerka rnepopasnHo
anxuapat NpuNoXeHune
PyMbHUA Teva B.V Sumamed a3snTPOMULMH 250mg Kancyna, Tebpaa rnepopasHo
npuaoxeHue
PyMbHUA Zentiva S.A. Azitrox a3snTPOMULMH 40mg/ml rnpax 3a nepopasHa rnepopasHo
cycreH3usa npuaoxeHue
PyMbHUA Zentiva, K.S. Azitrox a3sUTPOMULMH 500mg punmMmnpaHa Tabnerka nepopasnHo
NpuIoXeHune
Cnosakus Krka, d.d., Novo Azibiot Neo asUTPOMULMH 40mg/ml rnpax 3a nepopa’snHa nepopasnHo
Mesto cycneHsus NpuNoXeHune
CnoBakus Krka, d.d., Novo Azibiot Neo a3snTPOMULMH 20mg/ml rnpax 3a nepopasHa rnepopasHo
Mesto cycreH3usa npuaoxeHue
CnoBakus Krka, d.d., Novo Azibiot Neo a3snTPOMULMH 500mg dunmMmnpaHa Tabnetka rnepopasHo
npuaoxeHue

Mesto
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Abp>xaBa — MpuTexaTen Ha Ume Ha npoaykta | INN/akTuBHO Konuuecrtso JNexkapcTBeHa c¢opmMa MbT Ha
YJsiIeHKa Ha pa3pelLueHneTo 3a BellecTtso Ha BbBexaaHe
EC/EMN ynotpeb6a aKTUBHOTO
BellecTBO B
AOo30Ba
eavHuua
CnoBakus Krka, d.d., Novo Azibiot Neo a3snTPOMULMH 250mg dunmMmnpaHa Tabnetka rnepopasHo
Mesto npunoxeHune
Cnosakus Krka, d.d., Novo Azibiot asnTpoOMUUMH 500mg punmMmnpaHa Tabnerka rnepopasnHo
Mesto NpuNoXeHune
Cnosakus Mylan Ireland Azitromycin Mylan asnTpoOMUUMH 500mg punmMmnpaHa Tabnerka nepopasnHo
Limited NpuIoXeHune
CnoBakus Sandoz GmbH Azithromycin asnTpPOMULMH 500mg dunmMmnpaHa Tabnetka rnepopasHo
Sandoz npunoxeHue
CnoBakus Sandoz GmbH Azithromycin a3nTPOMULMH 250mg dunmMmnpaHa Tabnetka rnepopasHo
Sandoz npunoxeHue
Cnosakus Sandoz Azithromycin asnTpoOMUUMH 209.6mg/5ml rnpax 3a nepopa’snHa nepopasnHo
Pharmaceuticals Sandoz anxuapat cycneHsus NpuNoXeHune
d.d.
Cnosakus Teva Sumamed asnTpoOMUUMH 125mg punmMmnpaHa Tabnerka nepopasnHo
Pharmaceuticals npnioXenne
Slovakia S.R.O
Cnosakus Teva Sumamed Forte asnTpoOMUUMH 200mg/5ml npax 3a cupon nepopasnHo
Pharmaceuticals npnioXenne
Slovakia S.R.O
Cnosakus Teva Sumamed a3snUTPOMULMH 100mg/5ml rnpax 3a nepopa’snHa nepopasnHo
Pharmaceuticals cycneHsus npunoxeHune
Slovakia S.R.O
CnoBakus Teva Sumamed a3snTPOMULMH 500mg dunmMmnpaHa Tabnetka rnepopasHo
Pharmaceuticals MpNNIoKeEHne
Slovakia S.R.O
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Abp>xaBa — MpuTexaTen Ha Ume Ha npoaykta | INN/akTuBHO Konuuecrtso JNexkapcTBeHa c¢opmMa MbT Ha
YsieHKa Ha pa3pelueHueTo 3a BeLlecTBo Ha BbBeXaaHe
EC/EMN ynotpeb6a aKTUBHOTO
BeLlecTBo B
Ao30Ba
eavHuua
Cnosakus Teva Sumamed a3UTPOMULINH 250mg Kancyna, TBbpaa nepopasnHo
Pharmaceuticals npunoxenne
Slovakia S.R.O
Cnosakus Zentiva, K.S. Azitrox a3UTPOMULINH 262mg dunmMmnpaHa Tabnetka nepopasnHo
anxuapat npuaoxeHune
CnoBakus Zentiva, K.S. Azitrox a3UTPOMULINH 500mg punmMmnpaHa Tabnerka nepopanHo
npuaoxeHune
CnoseHus Krka, d.d., Novo Azitromicin Krka a3UTPOMULINH 40mg/ml npax 3a nepopasnHa nepopasnHo
Mesto cycneHsus npuaoXeHne
CnoseHns Krka, d.d., Novo Azitromicin Krka asnTpoMnuUnH 20mg/ml npax 3a nepopasnHa nepopasnHo
Mesto cycneHsus npuaoXxeHne
CnoBeHus Krka, dd, Novo Azitromicin Krka asnTpoMnUnH 500mg CbVlﬂMMpaHa Tabnetka nepopasHo
Mesto npuaoxeHune
CnoseHus Krka, d.d., Novo Azitromicin Krka a3UTPOMULINH 250mg punmMmnpaHa Tabnerka nepopanHo
Mesto npuaoxeHune
CnoseHus Krka, d.d., Novo Azibiot a3UTPOMULINH 500mg punmMmnpaHa Tabnerka nepopanHo
Mesto npuaoXxeHne
CnoseHus Pliva Ljubljana Sumamed a3UTPOMULINH 524.1mg npax 3a UHQY3nOoHeH WHTPaBEHO3HO
d.o.o.: anxuapat pa3TBop npuaoXeHne
CnoBeHus Pliva Ljub|jana Sumamed asnTpoMnUMH 500mg CbVlﬂMMpaHa Tabnetka nepopasHo
) npuaoxeHune
d.o.o.;
CnoseHus Pliva Ljubljana Sumamed Za a3UTPOMULINH 20mg/ml npax 3a nepopasnHa nepopasnHo
d.0.0.; Otroke cycneHsus npuaoxeHune
CnoseHus Pliva Ljubljana Sumamed a3UTPOMULINH 40mg/ml npax 3a nepopasnHa nepopasnHo
cycneHsus npuaoXeHne

d.o.o.;
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Abp>xaBa — MpuTexaTen Ha Ume Ha npoaykta | INN/akTuBHO Konuuecrtso JNexkapcTBeHa c¢opmMa MbT Ha
YsieHKa Ha pa3pelueHueTo 3a BeLlecTBo Ha BbBeXaaHe
EC/EMN ynotpeb6a aKTUBHOTO
BeLlecTBO B
AO30Ba
eavHuua
CnoBeHus Pliva Ljub|jana Sumamed asnTpoMnUMH 131027mg CbVlﬂMMpaHa Tabnetka nepopasnHo
d.0.0.: anxuapat npuaoXeHne
CnoseHus Pliva Ljubljana Sumamed a3UTPOMULINH 250mg Kancyna, TBbpaa nepopanHo
d.o.o.: npuaoXeHne
Wcnanna Almus Farmaceutica | Azitromicina Almus | @3UTPOMWLVH 524.05mg bunmupaHa Tabnerka nepopasnHo
SA anxuapat npuaoXeHne
NcnaHus Altan Azitromicina Altan a3UTPOMULINH 100mg/ml npax 3a UHQPY3MOHEH WHTPaBEHO3HO
Pharmaceuticals pasTeop fpunoxexne
S.A.
McnaHusa Apotex Europe B.V. Azitromicina asnTpoMnUMH 500mg CbVlﬂMMpaHa Tabnetka nepopasHo
Apotex npuaoXxeHne
McnaHusa Arafarma Group, Aratro asnTpoMnUnH 500mg npax 3a nepopasiHa nepopasHo
SA cycneHsus npuaoXeHne
NcnaHus Arafarma Group, Aratro asnTpoMnuUnH 200mg/5m| npax 3a nepopasHa nepopasnHo
SA cycneHsus npuaoXeHne
UcnaHus Arafarma Group, Aratro a3UTPOMULINH 500mg punmMmnpaHa Tabnerka nepopanHo
SA npuaoXxeHne
McnaHus Aristo Pharma Azitromicina asnTpoMnUnH 500mg CbVlﬂMMpaHa Tabnetka nepopasHo
GmbH (Art 57) Aristogen fpunoxexne
NcnaHuna Aristo Pharma Azitromicina Aristo | @3UTPOMMUMH 500mg ¢dunmMmpaHa TabneTtka nepopasnHo
Iberia. S.L npuaoXeHne
UcnaHus Aurovitas Azitromicina a3UTPOMULINH 500mg punmMmnpaHa Tabnerka nepopanHo
Spain,s.A.U. Aurovitas npUnoxeHue
Wcnanna Auxilto Healthcare | Azitromicina Auxil | @3UTPOMWLVH 500mg bunmmpaHa Tabnerka nepopasnHo
npuaoXeHne

GmbH
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Abp>xaBa — MpuTexaTen Ha Ume Ha npoaykta | INN/akTuBHO Konuuecrtso JNexkapcTBeHa c¢opmMa MbT Ha
4YJiIeHKa Ha pa3spelwieHueTo 3a BelLecTBo Ha BbBeXaaHe
EC/EMN ynotpeb6a aKTUBHOTO
BelLecTBo B
AO30Ba
eauHuua
McnaHusa B|uepharma Azitromicina asnTpoMnUMH 524mg CbVlﬂMMpaHa Tabnetka nepopasnHo
A nxuapart NpUIOXEHN
Industria Bluepharma Anxnapa punoxenne
Farmacéutica S.A.
NcnaHuna Dermogen Farma, Azitromicina Benel | @3UTPOMWLMH 250mg npax 3a nepopasnHa nepopasnHo
SA CyCneH3us B calue npunoxeHune
Wcnanna Dermogen Farma, Azitromicina Benel | @3WTpOMWLMH 500mg npax 3a nepopasHa nepopanHo
SA CycneH3us npunoxeHune
Wcnanna Dermogen Farma, Azitromicina Benel | @3WTpOMWLMH 200mg/5ml npax 3a nepopasHa nepopanHo
SA CycneHsus npunoXxeHne
NcnaHuna Dermogen Farma, Azitromicina Benel | @3YTPOMMUMH 500mg ¢bunmMmpaHa TabneTtka nepopasnHo
SA npunoXxeHne
NcnaHuna Industria Quimica Y | Azitromicina Vir a3nTPOMULIMH 500mg ¢dunmMmpaHa TabneTtka nepopasnHo
- . npuioxeHune
Farmaceutica Vir, P
S.A.
Wcnanna Kern Pharma, S.L. Azitromicina Kern asnTpoMmumH 500mg npax 3a nepopanHa nepopanHo
Pharma CycneHsus npuioxeHune
NcnaHuns Kern Pharma, S.L. Azitromicina Kern asnTpoMmumH 40mg/ml npax 3a nepopasnHa nepopasnHo
Pharma CycneH3us npunoxeHune
WcnaHus Kern Pharma, S.L. Azitromicina Kern asnTpoMMUMH 250mg npax 3a nepoparsnHa nepopanHo
Pharma CycneHsus npunoXxeHne
NcnaHuna Kern Pharma, S.L. | Azitromicina Kern | @3UTPOMWUMH 500mg ¢bunmMmpaHa TabneTtka nepopasnHo
Pharma npunoXxeHne
UcnaHus Korhispana, S.L. Azitromicina A3UTPOMULIMH 500mg ¢punmupaHa Tabnetka nepopasnHo
Korhispana npunoxeHue
UcnaHus Krka, d.d., Novo Azitromicina Krka A3UTPOMULIMH 500mg ¢punmupaHa Tabnetka nepopasnHo
npunoxeHune

Mesto
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Abp>xaBa — MpuTexaTen Ha Ume Ha npoaykta | INN/akTuBHO Konuuecrtso JNexkapcTBeHa c¢opmMa MbT Ha
4YJiIeHKa Ha pa3spelwieHueTo 3a BelLecTBo Ha BbBeXaaHe
EC/EMN ynotpeb6a aKTUBHOTO
BelLecTBo B
AO30Ba
eavHuua
McnaHusa Krka, dd, Novo Azitromicina Krka asnTpoMnUMH 250mg CbVlﬂMMpaHa Tabnetka nepopasnHo
Mesto npuaoXeHne
Wcnanusa Laboratorio Stada, Azitromicina Stada | @3MTPOMWLINH 200mg/5ml npax 3a nepopainHa nepopasnHo
SL CycneH3us npunoxeHune
NcnaHuna Laboratorio Stada, | Azitromicina Stada | @3VTPOMWUMH 500mg dunmupaHa Tabnetka nepopasnHo
SL npuioxeHune
Ncnanus Laboratorios Alter, Azitromicina Alter asnTpoMmnunH 500mg rpaHynun 3a nepopasnHa nepopasnHo
SA cycneHsus npuaoXxeHne
NcnaHuna Laboratorios Alter, Azitromicina Alter asnTpoMnuUnH 500mg ¢dunmMmpaHa TabneTtka nepopasnHo
SA npuaoxeHne
Wcnanusa Laboratorios Cinfa, | Azitromicina Cinfa asnTpoMunumH 500mg npax 3a nepopasHa nepopasnHo
SA CycneH3us npunoxeHune
NcnaHuna Laboratorios Cinfa, | Azitromicina Cinfa | @3MTPOMUUMH 500mg dunmupaHa Tabnetka nepopasnHo
SA npunoxeHune
NcnaHus Laboratorios Azitromicina a3UTPOMMULMH 524.05mg ¢puvnmupaHa Tabnetka nepopasnHo
Combix, S.L.U. Combix Anxnapat fpunoxexne
McnaHusa Laboratorios Azitromicina asnTpoMnUMH 500mg npax 3a nepopasiHa nepopasHo
Normon. S.A Normon cycneHsus npuaoXxeHne
NcnaHus Laboratorios Azitromicina asnTpoMnuUunH 500mg qJVIJ'IMMpaHa Tabnertka nepopasnHo
Normon, S.A. Normon NpUnoxeHue
UcnaHusa Mabo-Farma, S.A Azitromicina Mabo | @3uTpoMuuuH 500mg dpunmupaHa Tabnetka nepopanHo
npunoxeHune
NcnaHus Mylan Azitromicina Mylan | @3UTPOMULMH 500mg npax 3a nepopasnHa nepopasnHo
cycneHsus npuaoXeHne

Pharmaceuticals
S.L.
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Abp>xaBa — MpuTexaTen Ha Ume Ha npoaykta | INN/akTuBHO Konuuecrtso JNexkapcTBeHa c¢opmMa MbT Ha
YsieHKa Ha pa3pelueHueTo 3a BeLlecTBo Ha BbBeXaaHe
EC/EMN ynotpeb6a aKTUBHOTO
BeLlecTBO B
AO30Ba
eavHuua
McnaHusa Neuraxpharm Azitromicina asnTpoMnUMH 40mg/m| npax 3a nepopasiHa nepopasnHo
Spain, S.L.U. Qualigen cycneHsus npunoXxeHune
NcnaHus Neuraxpharm Azitromicina asnTpoMnuUnH 500mg qJVIJ'IMMpaHa Tabnertka nepopasnHo
Spain, S.L.U. Qualigen npUnoxeHue
NcnaHus Pfizer S.L. Zitromax a3NTPOMMULMH 100mg/ml npax 3a MH@Y3MOoHeH WHTPaBEHO3HO
pa3TBop npuaoXeHne
NcnaHus Pfizer S.L. Zitromax a3UTPOMULINH 500mg npax 3a nepopasnHa nepopasnHo
cycneHsus npunoXxeHune
NcnaHus Pfizer S.L. Zitromax a3UTPOMULINH 40mg/ml npax 3a nepopasnHa nepopasnHo
cycneHsus npunoXxeHune
NcnaHus Pfizer S.L. Zitromax asnTpoMnuUnH 250mg npax 3a nepopasHa nepopasnHo
cycneHsus npuaoXeHne
NcnaHus Pfizer S.L. Zitromax a3UTPOMULINH 1000mg npax 3a nepopasnHa nepopanHo
cycneHsus npuaoXeHne
NcnaHus Pfizer S.L. Zitromax a3UTPOMULINH 250mg Kancyna, TBbpaa nepopasnHo
npunoXxeHune
NcnaHus Pfizer S.L. Zitromax a3UTPOMULINH 500mg dunmMmnpaHa Tabnertka nepopasnHo
npunoXxeHune
NcnaHus Sandoz Azitromicina asnTpoMnuUunH 250mg npax 3a nepopasHa nepopasnHo
Farmacéutica, S.A. Sandoz CycneHsus npunoxexne
NcnaHus Sandoz Azitromicina a3UTPOMULINH 200mg/5ml npax 3a nepopasnHa nepopanHo
Farmacéutica, S.A. Sandoz CycneHsus npunoxexne
NcnaHus Sandoz Azitromicina a3UTPOMULINH 500mg dunmMmnpaHa Tabnertka nepopasnHo
Farmacéutica, S.A. Sandoz npunoxexne
McnaHus Sandoz Azitromicina asnTpoMnUnH 500mg npax 3a nepopasiHa nepopasHo
cycneHsus npunoXxeHune

Farmacéutica, S.A.

Sandoz
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Abp>xaBa — MpuTexaTen Ha Ume Ha npoaykta | INN/akTuBHO Konuuecrtso JNexkapcTBeHa c¢opmMa MbT Ha
4YJiIeHKa Ha pa3spelwieHueTo 3a BelLecTBo Ha BbBeXaaHe
EC/EMN ynotpeb6a aKTUBHOTO
BelLecTBo B
AO30Ba
eauHuua
NcnaHuna Sun Pharmaceutical | Azitromicina Sun a3nNTPOMMLIMH 500mg dunmupaHa Tabnertka nepopasHo
Industries Europe npunoxeHue
B.V.
NcnaHuna Tarbis Farma, S.L. Azitromicina Tarbis | @3WTPOMWLMH 500mg npax 3a nepopasnHa nepopasnHo
CycneH3us npunoxeHune
Wcnanna Tarbis Farma, S.L. Azitromicina Tarbis | a3WTpPOMWLMH 250mg npax 3a nepopasHa nepopanHo
CycneH3us npunoxeHune
Wcnanna Tarbis Farma, S.L. Azitromicina Tarbis | @3/TPOMULMH 500mg bunmupaHa Tabnerka nepopasnHo
npunoXxeHne
NcnaHuna Tarbis Farma, S.L. Azitromicina Tarbis | @3UTPOMWLMH 40mg/ml npax 3a nepopasnHa nepopasnHo
CycneHsus npunoXxeHne
McnaHusa Tecnimede Espaﬁa Azitromicina asnTpoMnUnH 100mg/m| npax 3a MH¢y3V|OHeH MHTPaBEHO3HO
Ind. Fca., S.A. Tecnigen pasTeop NpUnoxeHue
UcnaHus Tecnimede Espafia Azitromicina A3UTPOMULIMH 524.05mg punmMmnpaHa Tabnerka nepopanHo
Ind. Fca., S.A. Tecnigen Anxuipat npunoxexne
Wcnanna Teva Pharma Azitromicina Ratio a3UTPOMULINH 200mg/5ml npax 3a nepopasnHa nepopanHo
S.LU CycneHsus npunoXxeHne
NcnaHuna Teva Pharma Azithromycina Teva | @3UTPOMWLIMH 200mg/5ml npax 3a nepopasnHa nepopasnHo
S.LU CycneHsus npunoXxeHne
McnaHusa Teva Pharma Azitromicina Teva asnTpoMnUMH 500mg CbVlﬂMMpaHa Tabnetka nepopasHo
S.LU npunoxeHune
UcnaHus Teva Pharma Azitromicina Teva A3UTPOMULIMH 250mg punmMmnpaHa Tabnerka nepopanHo
S.LU npunoxeHune
UcnaHus Teva Pharma Azitromicina Ratio A3UTPOMULIMH 500mg punmMmnpaHa Tabnerka nepopanHo
S.LU npunoXxeHne
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Abp>xaBa — MpuTexaTen Ha Ume Ha npoaykta | INN/akTuBHO Konuuecrtso JNexkapcTBeHa c¢opmMa MbT Ha
YsieHKa Ha pa3pelueHueTo 3a BeLlecTBo Ha BbBeXaaHe
EC/EMN ynotpeb6a aKTUBHOTO
BeLlecTBo B
Ao30Ba
eavHuua
NcnaHuna Teva Pharma Azitromicina Teva asnTpoMnuUnH 500mg Ancneprupaila ce nepopasnHo
S.LU Tabnetka npuaoXeHne
Wcnanusa Teva Pharma Azitromicina Teva a3nTpoMMLMH 250mg Ancneprupaltla ce nepopasnHo
S.LU TabneTka npuaoXxeHue
NcnaHusa Teva Pharma Azitromicina a3UTPOMULINH 250mg aucneprupatia ce nepopanHo
S.LU Ratiopharm TabneTka npuaoXxeHue
NcnaHusa Teva Pharma Azitromicina a3UTPOMULINH 500mg aucneprupatia ce nepopasnHo
S.LU Ratiopharm Tabnetka npuaoXxeHne
McnaHusa Towa Azitromicina Pensa asnTpoMnUMH 500mg CbVlﬂMMpaHa Tabnetka nepopasHo
Pharmaceutical S.A. npunoxenne
NcnaHus Towa Azitromicina Pensa asnTpoMnuUnH 500mg rpaHynn 3a nepopasiHa nepopasnHo
Pharmaceutical S.A. cycnensns NpUnoxeHue
WcnaHus Viatris Azitromicina Viatris | @3UTPOMWLNH 200mg/5ml npax 3a nepopasnHa nepopanHo
Pharmaceuticals cycneHsus npuaoxeHune
S.L.U.
UcnaHusa Viatris Azitromicina Viatris | @3MTpoMnumH 500mg punmMmnpaHa Tabnerka nepopanHo
Pharmaceuticals, npunoxexne
S.L.U.
Lseuuns Jubilant Azithromycin a3UTPOMULINH 500mg dunmMmnpaHa Tabnetka nepopasnHo
Pharmaceuticals NV | Jubilant fpunoxexne
LBeuns Jubilant Azithromycin a3nTPOMULMH 250mg dunmupaHa Tabnerka rnepopasHo
Pharmaceuticals NV | Jubilant npunoxenne
Lseums Krka, d.d., Novo Azithromycin Krka a3nTpoMULMH 500mg dunmupaHa Tabnetka nepopasnHo
Mesto npuaoxeHune
LWseuns Krka, d.d., Novo Azithromycin Krka a3UTPOMULINH 250mg punmMmnpaHa Tabnerka nepopanHo
npuaoxeHune

Mesto
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Abp>xaBa — MpuTexaTen Ha Ume Ha npoaykta | INN/akTuBHO Konuuecrtso JNexkapcTBeHa c¢opmMa MbT Ha
YsieHKa Ha pa3pelueHueTo 3a BeLlecTBo Ha BbBeXaaHe
EC/EMN ynotpeb6a aKTUBHOTO
BeLlecTBo B
Ao30Ba
eaAuHuua
Lseuus Macure Pharma Aps Amzo|ynic asnTpoMnUMH 100mg/m| npax 3a KOHUEeHTpaT 3a MHTPaBEHO3HO
WHPY3NOHEH pa3TBOp npunoXxeHune
LWseuns Mylan AB Azithromycin Mylan | @3UTPOMULIMH 250mg dpunmupaHa Tabnetka nepopanHo
npuaoxeHune
Lseums Pfizer AB Azitromax A3UTPOMULIMH 1mg/ml npax 3a KOHLEeHTpaT 3a WHTPaBEHO3HO
MHDY3NOHEH pa3TBoOp npuaoxeHune
Lseuuns Pfizer AB Azitromax a3UTPOMULINH 40mg/ml npax 3a nepopasnHa nepopasnHo
CycneHsus npunoXxeHune
Lseuuns Pfizer AB Azitromax a3UTPOMULINH 250mg dunmMmnpaHa Tabnetka nepopasnHo
npunoXxeHune
Lseuns Sandoz A/S Azithromycin a3UTPOMULINH 500mg dpunmupaHa Tabnetka nepopasnHo
Sandoz npuaoxeHune
LWseuns Sandoz A/S Azithromycin A3UTPOMULIMNH 250mg dpunmupaHa Tabnetka nepopanHo
Sandoz npuaoxeHune
LWseumns Stada Arzneimittel | Azithromycin Stada | @3MTPOMULH 500mg ¢dunmMmpaHa TabneTtka nepopasnHo
AG npunoXxeHune
Weeuns Stada Arzneimittel Azithromycin Stada | @3UTPOMWLIMH 250mg ¢dunmMmpaHa TabneTtka nepopasnHo
AG npunoXxeHune
BennkobputaHusa Accord Healthcare Clamelle A3UTPOMULIMH 500mg dpunmupaHa Tabnetka nepopanHo
(O6epnHeHO Limited npuaoXxeHue
KpasacTBo)
BennkobputaHus Accord-Uk Limited Azithromycin a3UTPOMULINH 500mg dunmupaHa Tabnerka nepopasnHo
(O6epnHeHO Accord-Uk npuaoXxeHue
KpasacTBo)
BennkobputaHus Accord-Uk Limited Azithromycin A3UTPOMULINH 250mg dunmupaHa Tabnerka nepopasnHo
(Ob6eaunHeHo Accord-Uk npuaoXeHne
Kpa/CTBO)

52




Abp>xaBa — MpuTexaTen Ha Ume Ha npoaykta | INN/akTuBHO Konuuecrtso JNexkapcTBeHa c¢opmMa MbT Ha
YsieHKa Ha pa3pelueHueTo 3a BeLlecTBo Ha BbBeXaaHe
EC/EMN ynotpeb6a aKTUBHOTO

BeLlecTBo B

Ao30Ba

eavHuua
BennkobputaHus Morningside Zedbac a3UTPOMULINH 100mg/ml npax 3a UHQPY3nOHeH WHTPaBEHO3HO
(Ob6eaunHeHo Healthcare (Malta) pa3TBop npuaoXeHne
Kpancreo)

Limited
BennkobputaHus Crescent Pharma Azithromycin a3UTPOMULINH 500mg dunmupaHa Tabnerka nepopasnHo
(Obeamkero Limited Crescent Pharma NpUnoxeHue
KpasacTBo)
BennkobputaHus Crescent Pharma Azithromycin a3UTPOMULINH 250mg dpunmupaHa Tabnetka nepopasnHo
(Obeaurero Limited Crescent Pharma fpunoxexne
KpasncTBo)
BennkobputaHus Crescent Pharma Azithromycin a3UTPOMULINH 250mg Kancyna, TBbpaa nepopasnHo
(Obeaurero Limited Crescent Pharma fpunoxexne
KpaJsCTBO)
Bennkobputanus Dawa Limited Azithromycin Dawa | @3UTPOMULMH 250mg Kancyna, TBbpAa nepopanHo
(ObeaunHeHo npuaoXxeHne
KpaJiCTBO)
BennkobputaHus Generics [uk] Azithromycin a3UTPOMULINH 500mg punmMmnpaHa Tabnerka nepopanHo
(Obeantero Limited Generics [uk] npunoxexne
KpascTBO)
BennkobputaHus Generics [uk] Azithromycin a3UTPOMULINH 250mg punmMmnpaHa Tabnerka nepopanHo
(Obeamkero Limited Generics [uk] NpUnoxeHue
KpasacTBo)
BennkobputaHusa Jubilant Azithromycin a3UTPOMULINH 500mg dpunmupaHa Tabnetka nepopasnHo
(Obeamkero Pharmaceuticals NV | Jubilant npUnoxeHue
KpasncTeo) )
Pharmaceuticals NV
BennkobputaHus Jubilant Azithromycin a3UTPOMULINH 250mg punmMmnpaHa Tabnerka nepopanHo
(Obeamkero Pharmaceuticals NV | Jubilant npUnoxeHue
KpasncTeo) )
Pharmaceuticals NV

BennkobputaHus Jubilant Azithromycin a3UTPOMULINH 250mg Kancyna, TBbpaa nepopanHo
(Obeamkero Pharmaceuticals NV | Jubilant npUnoxeHue
KpasncTeo)

Pharmaceuticals

53




Abp>xaBa — MpuTexaTen Ha Ume Ha npoaykta | INN/akTuBHO Konuuecrtso JNexkapcTBeHa c¢opmMa MbT Ha
YsieHKa Ha pa3pelueHueTo 3a BeLlecTBo Ha BbBeXaaHe
EC/EMN ynotpeb6a aKTUBHOTO

BeLlecTBo B

Ao30Ba

eaAuHuua
BennkobputaHus Kensington Pharma | Azithromycin a3NTPOMULINH 100mg/ml npax 3a KOHUeHTpaT 3a WHTPaBEHO3HO
(ObeaunHeHo Ltd Kensington Pharma WHPY3NOHEH pa3TBOp npunoXxeHune
KpancTBo)
BennkobputaHus Milpharm Limited Azithromycin a3UTPOMULINH 500mg dpunmupaHa Tabnetka nepopasnHo
(Ob6eaunHeHo Milpharm npuaoXeHne
KpaJsCTBO)
BennkobputaHus Milpharm Limited Azithromycin a3UTPOMULINH 250mg dunmMmnpaHa Tabnetka nepopasnHo
(Ob6eaunHeHo Milpharm npuaoXxeHne
KpaJsCTBO)
BennkobputaHus Pfizer Limited Zithromax A3UTPOMULIMH 209.6mg/5ml npax 3a nepopanHa nepopanHo
(O6epnHeHO anxuapat cycrieHsums npuaoXxeHue
KpaJiCTBO)
BennkobputaHus Pfizer Limited Zithromax A3UTPOMULIMNH 262.05mg Kancyna, TBbpaa nepopanHo
(O6epnHeHoO anxuapat npuaoXxeHue
KpasacTBo)
BennkobputaHusa Sandoz Ltd Azithromycin a3UTPOMULINH 204.8mg/5ml npax 3a nepopasnHa nepopanHo
(O6epnHeHO Sandoz MOHOXuAapaT cycrieHsums npuaoXxeHue
KpasacTBo)
BennkobputaHus Sandoz Ltd Azithromycin a3UTPOMULINH 250mg dunmupaHa Tabnerka nepopasnHo
(Ob6eaunHeHo Sandoz Ltd npuaoXxeHne
KpasacTBo)
BennkobputaHus Sandoz Ltd Azithromycin A3UTPOMULINH 500mg dunmupaHa Tabnetka nepopasnHo
(ObeaunHeHo Sandoz npuaoXxeHne
KpaJiCTBO)
BennkobputaHus Strandhaven Azithromycin a3UTPOMULINH 524.1mg dunmMmnpaHa Tabnetka nepopasnHo
(O6eanHeHo Limited T/A Somex amxuapat npunoXxeHune
Kpancreo)

Pharma

BennkobputaHus Strandhaven Azithromycin A3UTPOMULINH 262.05mg dunmupaHa Tabnetka nepopasnHo
(O6eanHeHo Limited T/A Somex amxuapat npunoXxeHune
Kpancreo)

Pharma
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Abp>xaBa — MpuTexaTen Ha Ume Ha npoaykta | INN/akTuBHO Konuuecrtso JNexkapcTBeHa c¢opmMa MbT Ha
YsieHKa Ha pa3pelueHueTo 3a BeLlecTBo Ha BbBeXaaHe
EC/EMN ynotpeb6a aKTUBHOTO

BeLlecTBo B

Ao30Ba

eaAuHuua
BennkobputaHus Strandhaven Azithromycin a3NTPOMULINH 250mg Kancyna, TBbpaa nepopasnHo
(Obeaurero Limited T/A Somex | Strandhaven npunoxenne
Kpancreo)

Pharma

BenukobputaHus Teva Uk Limited Azithromycin Teva | @3UTPOMWLMH 200mg/5ml npax 3a nepopasnHa nepopasnHo
(O6epnHeHoO Uk cycrieHsums npuaoXxeHue
KpasacTBo)
BennkobputaHus Teva Uk Limited Azithromycin Teva | @3UTPOMMULIMH 500mg dunmMmnpaHa Tabnetka nepopasnHo
(Ob6eaunHeHo Uk npuaoXeHne
KpasncTBo)
BennkobputaHus Teva Uk Limited Azithromycin Teva | @3VTPOMULIMH 250mg dunmMmnpaHa Tabnetka nepopasnHo
(Ob6eaunHeHo Uk npuaoXxeHne
KpaJsCTBO)
Bennkobputanus Teva Uk Limited Azithromycin Teva | a3UTPOMULMH 250mg Kancyna, TBbpAa nepopanHo
(ObeaunHeHo Uk npuaoXxeHne
KpaJCTBO)
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