INPUJIOKEHHME 1

CIIMCBK HA UMEHATA, JEKAPCTBEHA/M ®OPMA/H, KOJIMYECTBO HA
AKTUBHOTO BEHIECTBO B JIO30BA EJIUHULIA, ITBT/UMIA HA BBBEK/IAHE, B %,
3A JAJJEH OBEM UJIN MACA HA JIEKAPCTBEHUS/TE ITIPOAYKT/N, 3AABUTEJI/NA,

NNPUTEXATEJI/M HA PASPEILIEHUE 3A YIIOTPEBA B CTPAHUTE-YJIEHKH



CrpaHa-yjieHKa IlpuTexarena Ha THproecko ume KoauuectBo |JlekapcrBeHa II'sT Ha BBBEKIAHE
EC/EMII a3pelieHHeTo 32 Hme Ha dopma
ynorpeoba AKTHBHOTO
BEIIECTBO B
1030Ba
eauHuua, 8%,
3a 1ajieH oGem
WU Maca
Asctpus Pfizer Corporation Sortis 10 mg - 10mg OunmMupaHu IepopanHo
Austria Ges.m.b.H. Filmtabletten TabJIeTKH MPUIOKEHUE
Floridsdorfer
Hauptstraf3e 1
A - 1210 Wien Austria
Asctpus Pfizer Corporation Sortis 20 mg - 20mg OunmMupaHu IepopanHo
Austria Ges.m.b.H. Filmtabletten TabieTKH MIPUIIOKEHNE
Floridsdorfer
Hauptstraf3e 1
A - 1210 Wien Austria
ABcTpus Pfizer Corporation Sortis 40 mg - 40mg dunmupanu [TepopanHo
Austria Ges.m.b.H. Filmtabletten TabJIeTKH MIPUIOKEHUE
Floridsdorfer
Hauptstraf3e 1
A - 1210 Wien Austria
Asctpus Pfizer Corporation Sortis 80 mg - 80mg OunMupaHu IepopanHo
Austria Ges.m.b.H. Filmtabletten TaOJIeTKH MPUIOKEHUE
Floridsdorfer

Hauptstraf3e 1
A - 1210 Wien Austria




CrpaHa-4jeHKa IIpuTexaresa Ha THproecko ume KoanuyectBo |JlekapcTBeHna II'bT Ha BBBeXKIAHE
EC/EMII Pa3peleHuero 3a HNme Ha dopma
ynorpeoa AKTHBHOTO
BellecTBO B
1030Ba
equHuna, BY%,
3a J1ajieH 00eM
WJIU Maca
benrus Pfizer SA Lipitor 10mg dunmupanu [Tepopanno
Boulevard de la Plaine TabieTKH MIPUIIOKEHNE
17
B-1050 Brussels,
Belgium
benrus Pfizer SA Lipitor 20mg OunmMupaHu IepopanHo
Boulevard de la Plaine TabJIeTKH MPUIOKEHUE
17
B-1050 Brussels,
Belgium
benrus Pfizer SA Lipitor 40mg dunmupanu [Tepopanno
Boulevard de la Plaine TabieTKH MIPUIIOKEHNE
17
B-1050 Brussels,
Belgium
benrus Pfizer SA Lipitor 80mg dunmupanu [Tepopanno
Boulevard de la Plaine TabJIeTKH MPUIOKEHUE
17
B-1050 Brussels,
Belgium
bwirapus Pfizer Europe MA Sortis 10mg OunMupaHu IepopanHo
EEIG, Ramsgate TabJIeTKH MPUIOKEHUE
Road,
Sandwich,
Kent, CT13 9NJ,
United Kingdom




CrpaHa-4jeHKa IIpuTexaresa Ha THproecko ume KoanuyectBo |JlekapcTBeHna II'bT Ha BBBeXKIAHE
EC/EMII Pa3peleHuero 3a HNme Ha dopma
ynorpeoa AKTHBHOTO
BelllecTBO B
1030Ba
equHuna, BY%,
3a J1ajieH 00eM
WM Maca
Brearapus Pfizer Europe MA Sortis 20mg dunmupanu [Tepopanno
EEIG, Ramsgate TabieTKH NIPUIOKECHUE
Road,
Sandwich,
Kent, CT13 9NJ,
United Kingdom
bwirapus Pfizer Europe MA Sortis 40mg OunmMupaHu IepopanHo
EEIG, Ramsgate TabJIeTKH MPUIOKEHUE
Road,
Sandwich,
Kent, CT13 9NJ,
United Kingdom
Brearapus Pfizer Europe MA Sortis 80mg dunmupanu [TepopanHo
EEIG, Ramsgate TabJIeTKH MPUIOKEHUE
Road,
Sandwich,
Kent, CT13 9NJ,
United Kingdom
Kunsp Pfizer Hellas A. E. Lipitor 10mg OunmMupaHu IepopanHo
243, Messoghion TabieTKH MIPUIIOKEHNE
Ave.,
154 51 Neo Psychiko,
Athens, Greece
Kunsp Pfizer Hellas A. E. Lipitor 20mg dunmupanu [Tepopanno
243, Messoghion TabieTKn MIPUIIOKEHNE

Ave.,

154 51 Neo Psychiko,

Athens, Greece




CrpaHa-4jeHKa IIpuTexaresa Ha THproecko ume KoanuyectBo |JlekapcTBeHna II'bT Ha BBBeXKIAHE
EC/EMII Pa3peleHuero 3a HNme Ha dopma
ynorpeoa AKTHBHOTO
BellecTBO B
1030Ba
equHuna, BY%,
3a J1ajieH 00eM
WJIU Maca
Kunsp Pfizer Hellas A. E. Lipitor 40mg dunmupanu [Tepopanno
243, Messoghion TabeTKH MIPUIIOKEHNE
Ave.,
154 51 Neo Psychiko,
Athens, Greece
Yemka penyosumka  |Pfizer, spol. s r.0., Sortis 10mg OunmMupaHu IepopanHo
Stroupeznického 17, TabJIeTKH MPUIOKEHUE
150 00 Prague 5,
Czech Republic
Yemka penyosiuka  |Pfizer, spol. s r.0., Sortis 20mg OunMupaHu IepopanHo
Stroupeznického 17, TabJIeTKH MPUIOKEHUE
150 00 Prague 5,
Czech Republic
Yemka penyosiuka  |Pfizer, spol. s r.0., Sortis 40mg OunmMupaHu IepopanHo
Stroupeznického 17, TabJIeTKH MPUIOKEHUE
150 00 Prague 5,
Czech Republic
Yemka penyosiuka  |Pfizer, spol. s r.0., Sortis 80mg OunMupaHu IepopanHo
Stroupeznického 17, TabJIeTKH MPUIOKEHUE
150 00 Prague 5,
Czech Republic
Hanns Pfizer ApS, Zarator 10mg Ounmupann [TepopamHo
Lautrupvang 8, 2750 TabIeTKH NIPUIOXKECHUE
Ballerup, Denmark
Hanns Pfizer ApS, Zarator 20mg Ounmupann [TepopamHo
Lautrupvang 8, 2750 TabIeTKN NIPUIOKEHUE

Ballerup, Denmark




CrpaHa-4jeHKa IIpuTexaresa Ha THproecko ume KoanuyectBo |JlekapcTBeHna II'bT Ha BBBeXKIAHE
EC/EMII Pa3peleHuero 3a HNme Ha dopma
ynorpeoa AKTHBHOTO
BelllecTBO B
1030Ba
equHuna, BY%,
3a J1ajieH 00eM
WM Maca
Janus Pfizer ApS, Zarator 40mg dunmupanu [TepopanHo
Lautrupvang 8, 2750 TabieTKH NIPUIOKEHUE
Ballerup, Denmark
Janus Pfizer ApS, Zarator 80mg dunmupanu [TepopanHo
Lautrupvang 8, 2750 Ta0bJIeTKH MIPUJIOKEHNE
Ballerup, Denmark
Ecronus Pfizer Europe MA Sortis 10mg dunmupanu [Tepopanno
EEIG, Ramsgate TabJIeTKH MPUIOKEHUE
Road,
Sandwich,
Kent, CT13 9NJ,
United Kingdom
Ecronust Pfizer Europe MA Sortis 20mg OunMupanu IepopanHo
EEIG, Ramsgate TabIeTKH NIPUIOXKECHUE
Road,
Sandwich,
Kent, CT13 9NJ,
United Kingdom
Ecronus Pfizer Europe MA Sortis 40mg dunmupanu [Tepopanno
EEIG, Ramsgate TabJIeTKH MPUIOKEHUE

Road,

Sandwich,

Kent, CT13 9NJ,
United Kingdom




CrpaHa-4jieHKa IIpurte:kaTesa HA THproecko ume KoanuyectBo |JlekapcTBeHna II'bT Ha BBBeXKIAHE
EC/EMII Pa3peleHuero 3a HNme Ha dopma
ynorpeoa AKTHBHOTO
BelllecTBO B
1030Ba
equHuna, BY%,
3a J1ajieH 00eM
WM Maca
Ectonus Pfizer Europe MA Sortis 80 mg 80mg dunmupanu [Tepopanno
EEIG, Ramsgate TabieTKH NIPUIOKECHUE
Road,
Sandwich,
Kent, CT13 9NJ,
United Kingdom
OunnaHIUSg Pfizer Oy, Tietokuja 4, |Lipitor 10mg OunmMupaHu IepopanHo
00330 Helsinki, TabJIeTKH MPUIOKEHUE
Finland
OunnaHIUSg Pfizer Oy, Tietokuja 4, |Lipitor 20mg OunmMupanu IepopanHo
00330 Helsinki, TabJETKH MIPUIOKCHUE
Finland
OunnaHIUSg Pfizer Oy, Tietokuja 4, |Lipitor 40mg OunMupanu IepopanHo
00330 Helsinki, TabJETKH MIPUIOKCHUE
Finland
OunnaHIUSg Pfizer Oy, Tietokuja 4, |Lipitor 80mg OunMupaHu IepopanHo
00330 Helsinki, Ta0bJETKH MIPUIOKCHUE
Finland
OunIaH s Pfizer Oy, Tietokuja 4, |Orbeos 10mg dunmupanu [TepopanHo
00330 Helsinki, TabJETKH MIPUIOKCHUE
Finland




CrpaHa-4jeHKa IIpuTexaresa Ha THproecko ume KoanuyectBo |JlekapcTBeHna II'bT Ha BBBeXKIAHE
EC/EMII Pa3peleHuero 3a HNme Ha dopma
ynorpeoa AKTHBHOTO
BellecTBO B
1030Ba
equHuna, BY%,
3a J1ajieH 00eM
WJIU Maca
OunIaH s Pfizer Oy, Tietokuja 4, |Orbeos 20mg dunmupanu [TepopanHo
00330 Helsinki, Ta0JETKH MPUIOKEHHE
Finland
OunnaH s Pfizer Oy, Tietokuja 4, |Orbeos 40mg dunmupanu [TepopanHo
00330 Helsinki, Ta0bJIeTKH MIPUIOKEHUE
Finland
OunnaH s Pfizer Oy, Tietokuja 4, |Orbeos 80mg dunmupanu [TepopanHo
00330 Helsinki, TabJIeTKH MPUIOKEHUE
Finland
Opaniyst Pfizer Holding France |Tahor 10mg dunmupanu [Tepopanno
23-25 Avenue du TabJIeTKH MPUIOKEHUE
Docteur Lannelongue
75668 Paris Cedex 14
France
Opannus Pfizer Holding France |Tahor 20mg OunMupaHu IepopanHo
23-25 Avenue du TabJIeTKH MPUIOKEHUE
Docteur Lannelongue
75668 Paris Cedex 14
France
Dpaniyst Pfizer Holding France |Tahor 40mg dunmupanu [TepopanHo
23-25 Avenue du TaOJICTKH MPUIOKEHHE

Docteur Lannelongue
75668 Paris Cedex 14
France




CrpaHa-4jeHKa IIpuTexaresa Ha THproecko ume KoanuyectBo |JlekapcTBeHna II'bT Ha BBBeXKIAHE
EC/EMII Pa3peleHuero 3a HNme Ha dopma
ynorpeoa AKTHBHOTO
BellecTBO B
1030Ba
equHuna, BY%,
3a J1ajieH 00eM
WJIU Maca
Opaniyst Pfizer Holding France |Tahor 80mg dunmupanu [Tepopanno
23-25 Avenue du TaOJICTKH MPUIOKEHHE
Docteur Lannelongue
75668 Paris Cedex 14
France
I'epmanus Pfizer Pharma GmbH, [Sortis 10 mg 10mg OunmMupaHu IepopanHo
Linkstrale 10 10785 TabJIeTKH MPUIOKEHUE
Berlin, Germany
T'epmanus Pfizer Pharma GmbH, [Sortis 20 mg 20mg dunmupanu [TepopanHo
Linkstrale 10 10785 TabJIeTKH MIPUIOKEHUE
Berlin, Germany
T'epmanus Pfizer Pharma GmbH, [Sortis 40 mg 40mg dunmupanu [TepopanHo
Linkstrafle 10 10785 TaOJICTKH MPUIOKEHHE
Berlin, Germany
T'epmanus Pfizer Pharma GmbH, [Sortis 80 mg 80mg dunmupanu [Tepopanno
Linkstrafle 10 10785 TaOJICTKH MPUIOKEHHE
Berlin, Germany
T'epmanus Pfizer Pharma GmbH, |Liprimar 10 mg 10mg dunmupanu [TepopanHo
Linkstrafle 10 10785 TaOJICTKH MPUIOKEHHE
Berlin, Germany
T'epmanus Pfizer Pharma GmbH, |Liprimar 20 mg 20mg dunmupanu [TepopanHo
Linkstrafle 10 10785 TaOJICTKH MPUIOKEHHE

Berlin, Germany




CrpaHa-4jeHKa IIpuTexaresa Ha THproecko ume KoanuyectBo |JlekapcTBeHna II'bT Ha BBBeXKIAHE
EC/EMII Pa3peleHuero 3a HNme Ha dopma
ynorpeoa AKTHBHOTO
BellecTBO B
1030Ba
equHuna, BY%,
3a J1ajieH 00eM
WJIU Maca
T'epmanus Pfizer Pharma GmbH, |Liprimar 40 mg 40mg dunmupanu [TepopanHo
Linkstrafle 10 10785 TaOJICTKH MPUIOKEHHE
Berlin, Germany
T'epmanus Pfizer Pharma GmbH, |Liprimar 80 mg 80mg dunmupanu [TepopanHo
Linkstrale 10 10785 Ta0bJIeTKH MIPUIOKEHUE
Berlin, Germany
T'epmanus Pfizer Pharma GmbH, |Atorvastatin 10 mg |10mg dunmupanu [TepopanHo
Linkstrafle 10 10785 |PD TabJIeTKH MPUIOKEHUE
Berlin, Germany
T'epmanus Pfizer Pharma GmbH, |Atorvastatin 20 mg |20mg dunmupanu [TepopanHo
Linkstrafle 10 10785 [PD TabJIeTKH MPUIOKEHUE
Berlin, Germany
I'epmanus Pfizer Pharma GmbH, |Atorvastatin 40 mg |40mg OunmMupanu IepopanHo
Linkstrafle 10 10785 [PD TabJIeTKH MPUIOKEHUE
Berlin, Germany
I'epmanus Pfizer Pharma GmbH, |Atorvastatin 80 mg |80mg OunmMupaHu IepopanHo
Linkstrafle 10 10785 |[PD TabJIeTKH MPUIOKEHUE

Berlin, Germany




CrpaHa-4jeHKa IIpuTexaresa Ha THproecko ume KoanuyectBo |JlekapcTBeHna II'bT Ha BBBeXKIAHE
EC/EMII Pa3peleHuero 3a HNme Ha dopma
ynorpeoa AKTHBHOTO
BelllecTBO B
1030Ba
equHuna, BY%,
3a J1ajieH 00eM
WM Maca
I'sprus Pfizer Hellas A. E. Lipitor 10mg dunmupanu [Tepopanno
243, Messoghion TabeTKH MIPUIIOKEHNE
Ave.,
154 51 Neo Psychiko,
Athens, Greece
I'vprrust Pfizer Hellas A. E. Lipitor 20mg OunMupaHu IepopanHo
243, Messoghion TabJIeTKH MPUIOKEHUE
Ave.,
154 51 Neo Psychiko,
Athens, Greece
I'vprrust Pfizer Hellas A. E. Lipitor 40mg OunmMupaHu IepopanHo
243, Messoghion TabeTKH MIPUIIOKEHNE
Ave.,
154 51 Neo Psychiko,
Athens, Greece
I'sprus Pfizer Hellas A. E. Lipitor 80mg dunmupanu [Tepopanno
243, Messoghion TabieTKn MIPUIIOKEHNE

Ave.,
154 51 Neo Psychiko,
Athens, Greece




CrpaHa-4jeHKa IIpuTexaresa Ha THproecko ume KoanuyectBo |JlekapcTBeHna II'bT Ha BBBeXKIAHE
EC/EMII Pa3peleHuero 3a HNme Ha dopma
ynorpeoa AKTHBHOTO
BelllecTBO B
1030Ba
equHuna, BY%,
3a J1ajieH 00eM
WM Maca
I'sprus WIN MEDICA Ltd Zarator 10mg dunmupanu [Tepopanno
41 TabieTKH NIPUIOKECHUE
Papadiamantopoulou
Street
115 28 Ilisia
Athens, Greece
I'epumst WIN MEDICA Ltd  |Zarator 20mg Ounmupann [TepopamHo
41 TabJIeTKH MPUIOKEHUE
Papadiamantopoulou
Street
115 28 Ilisia
Athens, Greece
I'sprus WIN MEDICA Ltd Zarator 40mg dunmupanu [TepopanHo
41 TabJIeTKH MPUIOKEHUE
Papadiamantopoulou
Street
115 28 Ilisia
Athens, Greece
I'vprrust Pfizer Hellas A. E. Edovin 10mg OunmMupaHu IepopanHo
243, Messoghion TabieTKH MIPUIIOKEHNE
Ave.,
154 51 Neo Psychiko,
Athens, Greece
I'spuus Pfizer Hellas A. E. Edovin 20mg dunmupanu [Tepopanno
243, Messoghion TabieTKn MIPUIIOKEHNE

Ave.,
154 51 Neo Psychiko,
Athens, Greece




CrpaHa-4jieHKa IIpurte:kaTesa HA THProBeko ume KoanuectBo |JlekapcTBeHa II'bT HA BEBE:KIAHE
EC/EMII Pa3peleHuero 3a HNme Ha dopma
ynorpeoa AKTHBHOTO
BeleCTBO B
1030Ba
eauHnua, B%,
3a J1ajieH 00eM
WIN Maca
I'spuus Pfizer Hellas A. E. Edovin 40mg dunmupanu [Tepopanno
243, Messoghion TabeTKH MIPUIIOKEHNE
Ave.,
154 51 Neo Psychiko,
Athens, Greece
VYurapus Pfizer KFT, Sortis 10mg OunMupaHu IepopanHo
1123 Budapest, TabJIeTKH MPUIOKEHUE
Alkotéas u. 53. MOM
Park "F" Ep.,
Hungary
VYurapus Pfizer KFT, Sortis 20mg OunmMupaHu IepopanHo
1123 Budapest, TabieTKH MIPUIIOKEHNE
Alkotas u. 53. MOM
Park "F" Ep.,
Hungary
YHrapus Pfizer KFT, Sortis 40mg dunmupanu [Tepopanno
1123 Budapest, TabeTKH MIPUIIOKEHNE
Alkotéas u. 53. MOM
Park "F" Ep.,
Hungary
YHrapus Pfizer KFT, Sortis 80mg dunmupanu [Tepopanno
1123 Budapest, Ta0bJIeTKH MPUIOKEHUE

Alkotéas u. 53. MOM
Park "F" Ep.,
Hungary




CrpaHa-4jieHKa IIpurte:kaTesa HA THProBeko ume KoanuectBo |JlekapcTBeHa II'bT HA BEBE:KIAHE
EC/EMII Pa3peleHuero 3a HNme Ha dopma
ynorpeoda AKTHBHOTO
BeleCTBO B
1030Ba
eauHnua, B%,
3a J1a/ieH 00eM
WIN Maca
YHrapus C.P. Pharma Obradon 10mg dunmupanu [Tepopanno
Gyogyszerkereskedel TaOJICTKH MIPUIOKCHUE
mi Kft.
2040 Budadrs
Vasttu. 11.
Hungary
VYurapus C.P. Pharma Obradon 20mg OunmMupaHu IepopanHo
Gyogyszerkereskedel TabJIeTKH MPUIOKEHUE
mi Kft.
2040 Budaors
Vasutu. 11.
Hungary
YHrapus C.P. Pharma Obradon 40mg dunmupanu [Tepopanno
Gyogyszerkereskedel TabJIeTKH MPUIOKEHUE
mi Kft.
2040 Budaors
Vasttu. 11.
Hungary
VYurapust C.P. Pharma Obradon 80mg OunMupanu IepopanHo
Gyogyszerkereskedel TaOJICTKH MIPUIOKCHUE
mi Kft.
2040 Budadrs
Vasutu. 11.
Hungary
Ucnangus Pfizer ApS, Zarator 10mg dunmupanu [TepopanHo
Lautrupvang 8, 2750 Ta0bJIeTKH MIPHUJIOKEHNE

Ballerup, Denmark




CrpaHa-4jeHKa IIpuTexaresa Ha THproecko ume KoanuyectBo |JlekapcTBeHna II'bT Ha BBBeXKIAHE
EC/EMII Pa3peleHuero 3a HNme Ha dopma
ynorpeoa AKTHBHOTO
BelllecTBO B
1030Ba
equHuna, BY%,
3a J1ajieH 00eM
WM Maca
Ucnangus Pfizer ApS, Zarator 20mg dunmupanu [TepopanHo
Lautrupvang 8, 2750 TabieTKH NIPUIOKEHUE
Ballerup, Denmark
Ucnangus Pfizer ApS, Zarator 40mg dunmupanu [Tepopanno
Lautrupvang 8, 2750 TabeTKH NIPUIOKEHUE
Ballerup, Denmark
Ucnanaus Pfizer ApS, Zarator 80mg Ounmupann [TepopamHo
Lautrupvang 8, 2750 TabieTKH NIPUIOKEHUE
Ballerup, Denmark
Wpnanaus Pfizer Ireland Lipitor 10mg OunmMupaHu IepopanHo
Pharmaceuticals, TaOJIeTKH MPUIOKEHUE
Pottery Road, Dun
Laoghaire, Co Dublin
Ireland
Wpnannus Pfizer Ireland Lipitor 20mg dunmupanu [TepopanHo
Pharmaceuticals, TaOJICTKH MPUIOKEHHE
Pottery Road, Dun
Laoghaire, Co Dublin
Ireland
Wpnanpns Pfizer Ireland Lipitor 40mg dunmupanu [TepopanHo
Pharmaceuticals, TabIeTKH MPUIOKEHUE

Pottery Road, Dun
Laoghaire, Co Dublin
Ireland




CrpaHa-4jieHKa IIpurte:kaTesa HA THProBeko ume KoanuectBo |JlekapcTBeHa II'bT HA BEBE:KIAHE
EC/EMII Pa3peleHuero 3a HNme Ha dopma
ynorpeoda AKTHBHOTO
BEIIECTBO B
1030Ba
eauHnua, B%,
3a J1a/ieH 00eM
WM Maca
Wpnannus Pfizer Ireland Lipitor 80mg dunmupanu [TepopanHo
Pharmaceuticals, TaOJICTKH MPUIOKEHHE
Pottery Road, Dun
Laoghaire, Co Dublin
Ireland
Utanus Pfizer Italia S.r.1. Xarator 10mg OunmMupaHu IepopanHo
Via Isonzo, 71 TabJIeTKH MPUIOKEHUE
04100 Latina - Ttaly
Uranus Pfizer Italia S.r.l. Via |Xarator 20mg dunmupanu [Tepopanno
Isonzo, 71 TabJIeTKH MIPUIOKEHUE
04100 Latina - Ttaly
Uranus Pfizer Italia S.r.1. Xarator 40mg dunmupanu [Tepopanno
Via Isonzo, 71 TaOJICTKH MPUIOKEHHE
04100 Latina - Ttaly
Uranus Pfizer Italia S.r.1. Xarator 80mg dunmupanu [Tepopanno
Via Isonzo, 71 TaOJICTKH MPUIOKEHHE
04100 Latina - Ttaly
Uranus Bioindustria Lipitor 10mg OunmMupanu IepopanHo
Farmaceutici S.r.1 TaOJICTKH MPUIIOKEHHE
Via Isonzo, 71
04100 Latina - Ttaly
Utanus Bioindustria Lipitor 20mg OunMupaHu IepopanHo
Farmaceutici S.r.1. TaOJICTKH MPUIIOKEHHE

Via Isonzo, 71
04100 Latina - Ttaly




CrpaHa-4jieHKa IIpurte:kaTesa HA THProBeko ume KoanuectBo |JlekapcTBeHa II'bT HA BEBE:KIAHE
EC/EMII Pa3peleHuero 3a HNme Ha dopma
ynorpeoda AKTHBHOTO
BEIIECTBO B
1030Ba
eauHnua, B%,
3a J1a/ieH 00eM
WM Maca
Uranus Bioindustria Lipitor 40mg dunmupanu [Tepopanno
Farmaceutici S.r.1. TaOJICTKH MPUIOKEHHE
Via Isonzo, 71
04100 Latina - Ttaly
Uranus Bioindustria Lipitor 80mg dunmupanu [Tepopanno
Farmaceutici S.r.L. Ta0bJIeTKH MIPUIOKEHUE
Via Isonzo, 71
04100 Latina - Ttaly
Uranus Pfizer Italia S.r.1. Torvast 10mg dunmupanu [Tepopanno
Via Isonzo, 71 TabJIeTKH MIPUIOKEHUE
04100 Latina - Ttaly
Uranus Pfizer Italia S.r.1. Torvast 20mg dunmupanu [Tepopanno
Via Isonzo, 71 TaOJICTKH MPUIOKEHHE
04100 Latina - Ttaly
Uranus Pfizer Italia S.r.1. Torvast 40mg dunmupanu [Tepopanno
Via Isonzo, 71 TaOJICTKH MPUIOKEHHE
04100 Latina - Ttaly
Uranus Pfizer Italia S.r.1. Torvast 80mg OunmMupaHu IepopanHo
Via Isonzo, 71 TaOJICTKH MPUWIOKEHHE
04100 Latina - Italy
Uranus Laboratori Guidotti ~ |Totalip 10mg OunmMupanu IepopanHo
S.p.A. TabJIeTKH MPUIOKEHUE
Via Livornese, 897 -
La Vettola

56010 Pisa - Italy




CrpaHa-4jeHKa IIpuTexaresa Ha THproecko ume KoanuyectBo |JlekapcTBeHna II'bT Ha BBBeXKIAHE
EC/EMII Pa3peleHuero 3a HNme Ha dopma
ynorpeoa AKTHBHOTO
BellecTBO B
1030Ba
equHuna, BY%,
3a J1ajieH 00eM
WJIU Maca
Uranus Laboratori Guidotti Totalip 20mg dunmupanu [Tepopanno
S.p.A. TabieTKH MIPUIIOKEHNE
Via Livornese, 897 -
La Vettola
56010 Pisa - Italy
Utanus Laboratori Guidotti  |Totalip 40mg OunMupaHu IepopanHo
S.p.A. TabIETKN MIPHUJIOKEHNE
Via Livornese, 897 -
La Vettola
56010 Pisa - Italy
Uranus Laboratori Guidotti ~ |Totalip 80mg OunMupanu IepopanHo
S.p.A. TabieTKu MIPUIIOKEHNE
Via Livornese, 897 -
La Vettola
56010 Pisa - Italy
JlatBus Pfizer Limited, Sortis 10mg dunmupanu [TepopanHo
Ramsgate Road, TabeTKH MIPUIIOKEHNE
Sandwich, Kent CT13
9NJ, United Kingdom
JlatBus Pfizer Limited, Sortis 20mg dunmupanu [TepopanHo
Ramsgate Road, TabieTKu MIPUIIOKEHNE
Sandwich, Kent CT13
9NJ, United Kingdom
JlatBus Pfizer Limited, Sortis 40mg dunmupanu [TepopanHo
Ramsgate Road, TabJIeTKH MPUIOKEHUE

Sandwich, Kent CT13
9NJ, United Kingdom




CrpaHa-4jieHKa IIpurte:kaTesa HA THProBeko ume KoanuectBo |JlekapcTBeHa II'bT Ha BBBeXKIAHE
EC/EMII Pa3peleHuero 3a HNme Ha dopma
ynorpeoa AKTHBHOTO
BellecTBO B
1030Ba
eauHnua, B%,
3a J1ajieH 00eM
WJIU Maca
JlaTBus Pfizer Limited, Sortis 80mg dunmupanu [Tepopanno
Ramsgate Road, TabieTKH MIPUIIOKEHNE
Sandwich, Kent CT 13
9NJ, United Kingdom
JIutBa Pfizer Limited, Sortis 10mg dunmupanu [Tepopanno
Ramsgate Road, Ta0bJIeTKH MIPUIOKEHUE
Sandwich, Kent, CT13
9NJ, United Kingdom
JIutBa Pfizer Limited, Sortis 20mg dunmupanu [TepopanHo
Ramsgate Road, TabJIeTKH MPUIOKEHUE
Sandwich, Kent, CT13
9NJ, United Kingdom
JIutBa Pfizer Limited, Sortis 40mg dunmupanu [TepopanHo
Ramsgate Road, TabJIeTKH MPUIOKEHUE
Sandwich, Kent, CT13
9NJ, United Kingdom
JlutBa Pfizer Limited, Sortis 80mg OunmMupanu IepopanHo
Ramsgate Road, TabJIeTKH MPUIOKEHUE
Sandwich, Kent, CT13
9NJ, United Kingdom
JIrokcemOypr Pfizer SA Lipitor 10mg OunmMupaHu IepopanHo
Boulevard de la Plaine TabJIeTKH MPUIOKEHUE
17
B-1050 Brussels,
Belgium




CrpaHa-4jeHKa IIpuTexaresa Ha THproecko ume KoanuyectBo |JlekapcTBeHna II'bT Ha BBBeXKIAHE
EC/EMII Pa3peleHuero 3a HNme Ha dopma
ynorpeoa AKTHBHOTO
BelllecTBO B
1030Ba
equHuna, BY%,
3a J1ajieH 00eM
WM Maca
JIroxcemOypr Pfizer SA Lipitor 20mg dunmupanu [Tepopanno
Boulevard de la Plaine TabieTKH MIPUIIOKEHNE
17
B-1050 Brussels,
Belgium
JIrokcemOypr Pfizer SA Lipitor 40mg OunMupaHu IepopanHo
Boulevard de la Plaine TabJIeTKH MPUIOKEHUE
17
B-1050 Brussels,
Belgium
JIrokcemOypr Pfizer SA Lipitor 80mg OunmMupaHu IepopanHo
Boulevard de la Plaine TabieTKH MIPUIIOKEHNE
17
B-1050 Brussels,
Belgium
Manra Pfizer Hellas S.A. Lipitor 10mg dunmupanu [Tepopanno
243, Messoghion TabieTKn MIPUIIOKEHNE
Ave.,
154 51 Neo Psychiko,
Athens, Greece
Manra Pfizer Hellas S.A. Lipitor 20mg dunmupanu [Tepopanno
243, Messoghion TabJIeTKH MIPUIOKEHUE

Ave.,
154 51 Neo Psychiko,
Athens, Greece
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CrpaHa-4jieHKa IIpurte:kaTesa HA THProBeko ume KoanuectBo |JlekapcTBeHa II'bT HA BEBE:KIAHE
EC/EMII Pa3peleHuero 3a HNme Ha dopma
ynorpeoda AKTHBHOTO
BEIIECTBO B
1030Ba
eauHnua, B%,
3a J1a/ieH 00eM
WM Maca
Manra Pfizer Hellas S.A. Lipitor 40mg dunmupanu [Tepopanno
243, Messoghion TabeTKH MIPUIIOKEHNE
Ave.,
154 51 Neo Psychiko,
Athens, Greece
Manra Pfizer Hellas S.A. Lipitor 80mg OunMupaHu IepopanHo
243, Messoghion TabJIeTKH MPUIOKEHUE
Ave.,
154 51 Neo Psychiko,
Athens, Greece
Xonanaus Pfizer bv Lipitor 10mg OunmMupaHu IepopanHo
Rivium Westlaan 142 TaOJICTKH MIPUIOKEHHE
2909 LD Capelle a/d
[ssel
The Netherlands
Xonanaus Pfizer bv Lipitor 20mg dunmupanu [TepopanHo
Rivium Westlaan 142 TaOJICTKH MPUIOKEHHE
2909 LD Capelle a/d
Hssel
The Netherlands
Xonanaus Pfizer bv Lipitor 40mg dunmupanu [TepopanHo
Rivium Westlaan 142 Ta0bJIeTKH MPUIOKEHUE
2909 LD Capelle a/d
[ssel
The Netherlands
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CrpaHa-4jeHKa IIpuTexaresa Ha THproecko ume KoanuyectBo |JlekapcTBeHna II'bT Ha BBBeXKIAHE
EC/EMII Pa3peleHuero 3a HNme Ha dopma
ynorpeoa AKTHBHOTO
BellecTBO B
1030Ba
equHuna, BY%,
3a J1ajieH 00eM
WJIU Maca
Xonanaus Pfizer bv Lipitor 80mg dunmupanu [Tepopanno
Rivium Westlaan 142 TaOJICTKH MPUIOKEHHE
2909 LD Capelle a/d
[ssel
The Netherlands
Hopgerust Pfizer AS Lipitor 10mg OunmMupaHu IepopanHo
Pb. 3 TabJIeTKH MPUIOKEHUE
1324 Lysaker
Norway
Hopgerust Pfizer AS Lipitor 20mg OunMupaHu IepopanHo
Pb. 3 TabJIeTKH MPUIOKEHUE
1324 Lysaker
Norway
Hopgerust Pfizer AS Lipitor 40mg OunmMupaHu IepopanHo
Pb. 3 TabJIeTKH MPUIOKEHUE
1324 Lysaker
Norway
Hopgerust Pfizer AS Lipitor 80mg OunMupaHu IepopanHo
Pb. 3 TabJIeTKH MPUIOKEHUE
1324 Lysaker
Norway
[Momma Parke-Davis GmbH, [Sortis 10 10mg OunMupanu IepopanHo
Pfizerstrasse 1, TabIeTKH MIPUIIOKEHUE

76 139 Karlsruhe,
Germany
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CrpaHa-4jieHKa IIpurte:kaTesa HA THProBeko ume KoanuectBo |JlekapcTBeHa II'bT HA BEBE:KIAHE
EC/EMII Pa3peleHuero 3a HNme Ha dopma
ynorpeoa AKTHBHOTO
BelllecTBO B
1030Ba
eauHnua, B%,
3a J1ajieH 00eM
WM Maca
TTonma Parke-Davis GmbH, |Sortis 20 20mg dunmupanu [Tepopanno
Pfizerstrasse 1, TabieTKH MIPUIIOKEHUE
76 139 Karlsruhe,
Germany
TTonma Parke-Davis GmbH, |Sortis 40 40mg dunmupanu [Tepopanno
Pfizerstrasse 1, Ta0bJIeTKH MIPUIOKEHUE
76 139 Karlsruhe,
Germany
TTonma Pfizer Polska Sp.z o.0. |Sortis 80 80 mg dunmupanu [Tepopanno
ul. Rzymowskiego 28 TabJIeTKH MPUIOKEHUE
02-697 Warszawa
Poland
ITopryramus Laboratorios Pfizer, |Zarator 10mg dunmupanu [TepopanHo
Lda., Lagoas Park, TabJIeTKH MPUIOKEHUE
Edificio 10, 2740-271
Porto Salvo, Portugal
[Moptyranust Laboratorios Pfizer, |Zarator 20mg OunmMupanu IepopanHo
Lda., Lagoas Park, TabJIeTKH MPUIOKEHUE
Edificio 10, 2740-271
Porto Salvo, Portugal
[Moptyranust Laboratorios Pfizer, |Zarator 40mg OunmMupaHu IepopanHo
Lda., Lagoas Park, TabJIeTKH MPUIOKEHUE

Edificio 10, 2740-271
Porto Salvo, Portugal
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CrpaHa-4jeHKa IIpuTexaresa Ha THproecko ume KoanuyectBo |JlekapcTBeHna II'bT Ha BBBeXKIAHE
EC/EMII Pa3peleHuero 3a HNme Ha dopma
ynorpeoa AKTHBHOTO
BelllecTBO B
1030Ba
equHuna, BY%,
3a J1ajieH 00eM
WM Maca
ITopryramus Laboratorios Pfizer, |Zarator 80 mg dunmupanu [TepopanHo
Lda., Lagoas Park, Ta0JIeTKH MPUIOKEHHE
Edificio 10, 2740-271
Porto Salvo, Portugal
ITopryramus Parke-Davis - Atorvastatina Parke-|10mg dunmupanu [TepopanHo
Produtos Davis Ta0bJIeTKH MIPUIOKEHUE
Farmaceuticos, Lda.,
Lagoas Park, Edificio
10, 2740-271 Porto
Salvo, Portugal
[Mopryranus Parke-Davis - Atorvastatina Parke-|20mg OunmMupanu IepopanHo
Produtos Davis TalbIeTKH MIPUIIOKEHNE
Farmaceuticos, Lda.,
Lagoas Park, Edificio
10, 2740-271 Porto
Salvo, Portugal
ITopryramus Parke-Davis - Atorvastatina Parke-|40mg dunmupanu [TepopanHo
Produtos Davis TabJIeTKH MPUIOKEHUE

Farmaceuticos, Lda.,
Lagoas Park, Edificio
10, 2740-271 Porto
Salvo, Portugal
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CrpaHa-4jeHKa IIpuTexaresa Ha THproecko ume KoanuyectBo |JlekapcTBeHna II'bT Ha BBBeXKIAHE
EC/EMII Pa3peleHuero 3a HNme Ha dopma
ynorpeoa AKTHBHOTO
BelllecTBO B
1030Ba
equHuna, BY%,
3a J1ajieH 00eM
WM Maca
ITopryramus Parke-Davis - Atorvastatina Parke-|80 mg dunmupanu [Tepopanno
Produtos Davis TabieTKH MIPUIIOKEHNE
Farmaceuticos, Lda.,
Lagoas Park, Edificio
10, 2740-271 Porto
Salvo, Portugal
[opryramus Farmogene - Produtos |Texzor 10mg dunmupasnu [Iepopanno
Farmacéuticos, Lda, TaOJIETKH MPUIOKEHUE
Lagoas Park, Edificio
10, 2740-271 Porto
Salvo, Portugal
ITopryramus Farmogene - Produtos |Texzor 20mg dunmupanu [Tepopanno
Farmacéuticos, Lda, TaOJIeTKH MPUIOKEHHE
Lagoas Park, Edificio
10, 2740-271 Porto
Salvo, Portugal
ITopryramus Farmogene - Produtos |Texzor 40mg dunmupanu [Tepopanno
Farmacéuticos, Lda, TaOJNIEeTKN MPUIOKEHUE
Lagoas Park, Edificio
10, 2740-271 Porto
Salvo, Portugal
[Nopryrammus Farmogene - Produtos |Texzor 80 mg PunmMupasu [Iepopanno
Farmacéuticos, Lda., TaOJNETKH MPUIOKEHUE

Lagoas Park, Edificio
10, 2740-271 Porto
Salvo, Portugal
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CrpaHa-4jeHKa IIpuTexaresa Ha THproecko ume KoanuyectBo |JlekapcTBeHna II'bT Ha BBBeXKIAHE
EC/EMII Pa3peleHuero 3a HNme Ha dopma
ynorpeoa AKTHBHOTO
BelllecTBO B
1030Ba
equHuna, BY%,
3a J1ajieH 00eM
WM Maca
PymbHUS Pfizer Europe MA Sortis 10mg dunmupanu [Tepopanno
EEIG, Ramsgate TabieTKH NIPUIOKECHUE
Road,
Sandwich,
Kent, CT13 9NJ,
United Kingdom
PymbHES Pfizer Europe MA Sortis 20mg OunmMupaHu IepopanHo
EEIG, Ramsgate TabJIeTKH MPUIOKEHUE
Road,
Sandwich,
Kent, CT13 9NJ,
United Kingdom
PymbHUS Pfizer Europe MA Sortis 40mg dunmupanu [TepopanHo
EEIG, Ramsgate TabJIeTKH MPUIOKEHUE
Road,
Sandwich,
Kent, CT13 9NJ,
United Kingdom
PymbHES Pfizer Europe MA Sortis 80 mg OunMupanu IepopanHo
EEIG, Ramsgate TabIeTKH NIPUIOXKECHUE

Road,

Sandwich,

Kent, CT13 9NJ,
United Kingdom
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CrpaHa-4jieHKa IIpurte:kaTesa HA THProBeko ume KoanuectBo |JlekapcTBeHa II'bT HA BEBE:KIAHE
EC/EMII Pa3peleHuero 3a HNme Ha dopma
ynorpeoa AKTHBHOTO
BeleCTBO B
1030Ba
eauHnua, B%,
3a J1ajieH 00eM
WIN Maca
CrnoBarika Pfizer Europe MA Sortis 10mg dunmupanu [Tepopanno
permyOnuka EEIG, Ramsgate TabieTKu NIPUIOKEHUE
Road,
Sandwich,
Kent, CT13 9NJ,
United Kingdom
Croaiika Pfizer Europe MA Sortis 20mg OunmMupaHu IepopanHo
pemy6imka EEIG, Ramsgate TabJIeTKH MIPHUJIOKEHNE
Road,
Sandwich,
Kent, CT13 9NJ,
United Kingdom
CrnoBarika Pfizer Europe MA Sortis 40mg dunmupanu [Tepopanno
pemy6ika EEIG, Ramsgate TabJIeTKH MIPHUJIOKEHNE
Road,
Sandwich,
Kent, CT13 9NJ,
United Kingdom
CroBaika Pfizer Europe MA Sortis 80 mg OunMupanu IepopanHo
peryOnuka EEIG, Ramsgate TabIeTKH NIPUIOXKECHUE

Road,

Sandwich,

Kent, CT13 9NJ,
United Kingdom
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CrpaHa-4jieHKa IIpurte:kaTesa HA THProBeko ume KoanuectBo |JlekapcTBeHa II'bT HA BEBE:KIAHE
EC/EMII Pa3peleHuero 3a HNme Ha dopma
ynorpeoda AKTHBHOTO
BeleCTBO B
1030Ba
eauHnua, B%,
3a J1a/ieH 00eM
WIN Maca
CrnoBeHus Pfizer Luxembourg Sortis 10 mg 10mg dunmupanu [Tepopanno
SARL, 51, Avenue J. |[filmsko obloZene TabJETKH MIPUIOKCHUE
F. Kennedy, L-1855 |tablete
Luxembourg,
Luxembourg
CrnoBenus Pfizer Luxembourg Sortis 20 mg 20mg OunmMupaHu IepopanHo
SARL, 51, Avenue J. |filmsko obloZene TaOJNEeTKH MPUIOKEHUE
F. Kennedy, L-1855  |tablete
Luxembourg,
Luxembourg
CrnoBenus Pfizer Luxembourg Sortis 40 mg 40mg OunmMupaHu IepopanHo
SARL, 51, Avenue J. |[filmsko obloZene TabJETKH MIPUIOKCHUE
F. Kennedy, L-1855 [tablete
Luxembourg,
Luxembourg
CrnoBeHus Pfizer Luxembourg Sortis 80 mg 80 mg dunmupanu [TepopanHo
SARL, 51, Avenue J. |[filmsko obloZene TabJETKH MIPUIOKCHUE
F. Kennedy, L-1855  |tablete
Luxembourg,
Luxembourg
Wcnanus Parke Davis. S.L. Zarator 10mg dunmupanu [Tepopanno
Avda. de Europa 20B TabJIeTKH MPUIOKEHUE

Parque Empresarial la
Moraleja

28108 Alcobendas,
(Madrid)

Spain
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CrpaHa-4jieHKa IIpurte:kaTesa HA THProBeko ume KoanuectBo |JlekapcTBeHa II'bT HA BEBE:KIAHE
EC/EMII Pa3peleHuero 3a HNme Ha dopma
ynorpeoa AKTHBHOTO
BellecTBO B
1030Ba
eauHnua, B%,
3a J1ajieH 00eM
WJIU Maca
Wcnanus Parke Davis. S.L. Zarator 20mg dunmupanu [Tepopanno
Avda. de Europa 20B TabieTKH MIPUIIOKEHUE
Parque Empresarial la
Moraleja
28108 Alcobendas,
(Madrid)
Spain
Ucnanus Parke Davis. S.L. Zarator 40mg OunMupaHu IepopanHo
Avda. de Europa 20B TabieTKH MIPUIIOKEHUE
Parque Empresarial la
Moraleja
28108 Alcobendas,
(Madrid)
Spain
Wcnanus Parke Davis. S.L. Zarator 80 mg OunmMupaHu IepopanHo
Avda. de Europa 20B TabIeTKH MIPUIIOKEHUE
Parque Empresarial la
Moraleja
28108 Alcobendas,
(Madrid)
Spain
Wcnanus Pfizer, S.A. Cardyl 10mg OunmMupaHu IepopanHo
Avda. de Europa 20B TabJIeTKH MPUIOKEHUE

Parque Empresarial la
Moraleja

28108 Alcobendas,
(Madrid)

Spain
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CrpaHa-4jieHKa IIpurte:kaTesa HA THProBeko ume KoanuectBo |JlekapcTBeHa II'bT HA BEBE:KIAHE
EC/EMII Pa3peleHuero 3a HNme Ha dopma
ynorpeoa AKTHBHOTO
BellecTBO B
1030Ba
eauHnua, B%,
3a J1ajieH 00eM
WJIU Maca
Wcnanus Pfizer, S.A. Cardyl 20mg dunmupanu [Tepopanno
Avda. de Europa 20B TabieTKH MIPUIIOKEHUE
Parque Empresarial la
Moraleja
28108 Alcobendas,
(Madrid)
Spain
Ucnanus Pfizer, S.A. Cardyl 40mg OunMupaHu IepopanHo
Avda. de Europa 20B TabieTKH MIPUIIOKEHUE
Parque Empresarial la
Moraleja
28108 Alcobendas,
(Madrid)
Spain
Wcnanus Pfizer, S.A. Cardyl 80 mg OunmMupaHu IepopanHo
Avda. de Europa 20B TabIeTKH MIPUIIOKEHUE
Parque Empresarial la
Moraleja
28108 Alcobendas,
(Madrid)
Spain
Ucnanwns Nostrum Farma, S.A., |Atorvastatina 10mg Ounmupann [TepopamHo
Avda. de Europa 20B |Nostrum TabJIeTKH MPUIOKEHUE

Parque Empresarial la
Moraleja

28108 Alcobendas,
(Madrid)

Spain
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CrpaHa-4jeHKa IIpuTexaresa Ha THproecko ume KoanuyectBo |JlekapcTBeHna II'bT Ha BBBeXKIAHE
EC/EMII Pa3peleHuero 3a HNme Ha dopma
ynorpeoa AKTHBHOTO
BelllecTBO B
1030Ba
equHuna, BY%,
3a J1ajieH 00eM
WM Maca
Ucnanus Nostrum Farma, S.A., |Atorvastatina 20mg dunmupanu [TepopanHo
Avda. de Europa 20B |Nostrum TabieTKH MIPUIIOKEHUE
Parque Empresarial la
Moraleja
28108 Alcobendas,
(Madrid)
Spain
Ucnanns Nostrum Farma, S.A., |Atorvastatina 40mg Ounmupann [TepopamHo
Avda. de Europa 20B |Nostrum TabieTKH MIPUIIOKEHUE
Parque Empresarial la
Moraleja
28108 Alcobendas,
(Madrid)
Spain
Ucnanns Nostrum Farma, S.A., |Atorvastatina 80 mg Ounmmupanu [TepopamHo
Avda. de Europa 20B |Nostrum TabIeTKH MIPUIIOKEHUE

Parque Empresarial la
Moraleja

28108 Alcobendas,
(Madrid)

Spain
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CrpaHa-4jeHKa IIpuTexaresa Ha THproecko ume KoanuyectBo |JlekapcTBeHna II'bT Ha BBBeXKIAHE
EC/EMII Pa3peleHuero 3a HNme Ha dopma
ynorpeoa AKTHBHOTO
BelllecTBO B
1030Ba
equHuna, BY%,
3a J1ajieH 00eM
WM Maca
Ucnanus PHARMACIA Atorvastatina 10mg dunmupanu [Tepopanno
GRUPO PFIZER, S.L. |Pharmacia TabJETKH MPUIOKEHHE
Avda. de Europa 20B
Parque Empresarial la
Moraleja
28108 Alcobendas,
(Madrid)
Spain
Ucnanus PHARMACIA Atorvastatina 20mg dunmupanu [TepopanHo
GRUPO PFIZER, S.L. |Pharmacia TabJETKH MPUIOKEHHE
.Avda. de Europa 20B
Parque Empresarial la
Moraleja
28108 Alcobendas,
(Madrid)
Spain
Ucnanus PHARMACIA Atorvastatina 40mg dunmupanu [TepopanHo
GRUPO PFIZER, S.L. |Pharmacia TabJIeTKH MIPUIOKEHUE

Avda. de Europa 20B
Parque Empresarial la
Moraleja

28108 Alcobendas,
(Madrid)

Spain
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CrpaHa-4jeHKa IIpuTexaresa Ha THproecko ume KoanuyectBo |JlekapcTBeHna II'bT Ha BBBeXKIAHE
EC/EMII Pa3peleHuero 3a HNme Ha dopma
ynorpeoa AKTHBHOTO
BelllecTBO B
1030Ba
equHuna, BY%,
3a J1ajieH 00eM
WM Maca
Ucnanus PHARMACIA Atorvastatina 80 mg dunmupanu [Tepopanno
GRUPO PFIZER, S.L. |Pharmacia TabJETKH MPUIOKEHHE
Avda. de Europa 20B
Parque Empresarial la
Moraleja
28108 Alcobendas,
(Madrid)
Spain
Ucnanus Almirall S.A. Prevencor 10mg dunmupanu [TepopanHo
General Mitre, 151 TaOJICTKH MPUIOKEHHE
08022 - Barcelona
Spain
Ucnanus Almirall S.A. Prevencor 20mg dunmupanu [TepopanHo
General Mitre, 151 TabJIeTKH MPUIOKEHUE
08022 - Barcelona
Spain
Wcnanus Almirall S.A. Prevencor 40mg dunmupanu [Tepopanno
General Mitre, 151 TabJIeTKH MPUIOKEHUE
08022 - Barcelona
Spain
Ucnanus Almirall S.A. Prevencor 80 mg dunmupanu [TepopanHo
General Mitre, 151 TabJIeTKH MPUIOKEHUE
08022 - Barcelona
Spain
IBerms Pfizer AB Lipitor 10mg OunmMupaHu IepopanHo
191 90 Sollentuna TabJIeTKH MPUIOKEHUE

Sweden
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CrpaHa-4jeHKa IIpuTexaresa Ha THproecko ume KoanuyectBo |JlekapcTBeHna II'bT Ha BBBeXKIAHE
EC/EMII Pa3peleHuero 3a HNme Ha dopma
ynorpeoa AKTHBHOTO
BellecTBO B
1030Ba
equHuna, BY%,
3a J1ajieH 00eM
WJIU Maca
IBerust Pfizer AB Lipitor 20mg dunmupanu [Tepopanno
191 90 Sollentuna Tal1IeTKH MIPUIIOKEHNE
Sweden
IBerust Pfizer AB Lipitor 40mg dunmupanu [TepopanHo
191 90 Sollentuna TalbneTKH MIPUIIOKEHNE
Sweden
IBerms Pfizer AB Lipitor 80 mg OunmMupanu IepopanHo
191 90 Sollentuna TabieTKH MIPUIIOKEHNE
Sweden
Benukobpuranus Pfizer Ireland Lipitor 10mg OunmMupaHu IepopanHo
Pharmaceuticals, TabJIeTKH MPUIOKEHUE
Pottery Road, Dun
Laoghaire, Co Dublin
Ireland
BenukoOpuranus Pfizer Ireland Lipitor 20mg dunmupanu [TepopanHo
Pharmaceuticals, TaOJICTKH MPUIOKEHHE
Pottery Road, Dun
Laoghaire, Co Dublin
Ireland
BenukoOpuranus Pfizer Ireland Lipitor 40mg dunmupanu [Tepopanno
Pharmaceuticals, TabJIeTKH MPUIOKEHUE

Pottery Road, Dun
Laoghaire, Co Dublin
Ireland
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CrpaHa-4jeHKa IIpuTexaresa Ha THproecko ume KoanuyectBo |JlekapcTBeHna II'bT Ha BBBeXKIAHE
EC/EMII Pa3peleHuero 3a HNme Ha dopma
ynorpeoa AKTHBHOTO
BelllecTBO B
1030Ba
equHuna, BY%,
3a J1ajieH 00eM
WM Maca
BenukoOpuranus Pfizer Ireland Lipitor 80 mg dunmupanu [Tepopanno
Pharmaceuticals, TabieTKH MIPUIIOKEHNE

Pottery Road, Dun

Laoghaire, Co Dublin

Ireland
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INPUJIO’KEHHUE I1

INPOMEHMU B KPATKATA XAPAKTEPUCTUKA HA TPOAYKTA, OITAKOBKATA U
JIMCTOBKATA

Te3u npomenu B KXII, onakoBkaTa 1 JIHCTOBKATA ca BAJIN/IHHU [0 BpeMe HA pellleHHeTo Ha
KOMMCHATA.

Cuien pemiennero Ha KoMucusTa KoMIeTeHTHHTE BJIACTH HA CTPAHUTE-WIEHKH 1Ie
AKTyaJIM3MPAT NPOAYKTOBATA HH(OPMALMS, KAKTO Ce H3HCKBA
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INPOMEHMH, KOUTO HIE BBJAT BKJIIOYEHU B CbOTBETHUTE TOYKHU HA
KPATKATA XAPAKTEPUCTHUKA HA ITPOAYKTA
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1. HUME HA JIEKAPCTBEHMUS TIPOAYKT

[Bux [pusoxenue I - 1a ce MOMBIHA ChITIACHO HAIIMOHATHUTE U3UCKBAHUS |
Sortis 5 mg Tab6JeTKH 32 TbBYEHe

2. KAUYECTBEH 1 KOJIUYECTBEH CHCTAB

Besika TabieTka 3a AbBUY€He ChIbPIKA 5 Mg aTOPBACTATHH aforvastatin) non Gopmara Ha
aTOPBACTATUH KaJILMK TPUXUIPAT (atorvastatin calcium trihydrate).

[TomorHY BemiecTBa:
Bcska Tadaerka 3a ibBUYeHe Sortis 5 mg chabp:ka 0,625 mg acnmapram.

3a IBIHUS CIIHCHK HA IIOMOIIIHHU BCIIECCTBA, BUXKTC TOUYKA 6.1.

3. JEKAPCTBEHA ®OPMA
Ta0J1eTKH 32 IbBYEHE

Besm 10 mouTu 0eu, KPbIVIK Ta0JIeTKH 32 AbBYEeHe C PO30BO-JIMIABH TOYNIH C IIAMIIOBAH
Haanuc “5”, ot eqaTa ctpana u “Pfizer” ot gpyrara c pa3mep 5,6 MM B 1namMeTnp.

4. KJIMHUWYHHU JAHHU
4.1 TepaneBTUYHH MOKAZAHUSA

XHUIEPXO0JIECTEPOIEMUSL

Sortis e mokazaH KaTo JONBIHEHNE KBM AWCTATa 32 HAMaJsIBaHE Ha MOBUIICHUTE 0011 Xonectepou, LDL-
XOJIECTEPOJI, AOIUIONPOTENH B U TpurimIepuay npy HarseHFH Bb3PacTHH, MOAPacTBAINU U dena Haxg 10-
roJAMIIHA Bb3PAaCT C IbPBUYHA XUIIEPXOJIECTEPOTIEMUS, BKIIOYUTEIHO (haMHITHA XUTIEPXOJIECTEPOIEMUS
(XeTepo3uroTeH BapuaHT) WM KOMOMHUpaHa (cMeceHa) xunepnunuaemus (otroapsma Ha tun [la u IIb ot
kinacudukanmaTa Ha Fredrickson), koraro eexThT Ha queTaTa U qpyruTe HehapMaKOJIOTHIHHU CPEICTBA €
HEJOCTaThYUCH.

Sortis e moka3aH ChILO U 3a MOHMWKaBaHe Ha 001wMs xonectepon 1 LDL-C npu mratseHTH Bb3PACTHH C
XOMO3HTOTHA (DaMIITHA XHUIIEPXOJIECTEPOTIEMHS KaTo JONBIHEHNE KbM APYTUTE METOIH 32 TIOHIKaBaHe Ha

munuaure (HanpuMep adepesa Ha LDL) win B ciydauTe, KOraro T€3M METOAU Ca HEJOCTBIIHMU.

IIpodmiakTrka Ha CEPACYHO-CHA0BO 3a00IIBaHE

[MpodunmakTrka Ha CHPAETHO-CHIOBU HHIMIACHTH IIPH TAIIEHTH, IIPX KOUTO € MPEIEHEeHO, Ye NMaT BUCOK
PHCK 32 TBPBO CHPIIEUYHO-CHAOBO CHOUTHE (BXK. TOUKa 5.1) KaTo JONMbIHEHHE KbM KOPEKLUATA Ha APYTH
PHUCKOBHU (paKTOpH.

4.2 Jlo3upoBKa M HAYUH HA MPUJI0KEHHUE

{1a ce MOMBJIHU CHIIIACHO HAIIMOHAITHUTE NU3UCKBAHUS } .

Ilenuarpudna ynoTpebda
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Xunepxonecm epoaemus:

IIpnnaranero Ha JIeKapcTBOTO B NleAUATPUATA TPsI0Ba 1a ce U3BBPILIBA CAMO OT CHELUAIHNCT € ONUT B
JIeYEHHETO Ha AeTCKATA XUIIePJIUNUAeMus, KATO MAMEHTUTe TPSAOBa 1a 0bIAT NpeleHsIBAHU PeI0BHO
110 OTHOLIEHHE HA HANPeIbKa Ha JIeYeHHEeTO.

IIpu maunenTn Ha 10 ¥ MOBeYe roAUHMN NPENOPHYBAHATA CTAPTOBA /1032 aTopBacTaTHH € 10 mg 1HeBHO
¢ yBesquuaBase 10 20 mg 1HeBHO. YBeJu4eHHeTO OM TPAOBAJIO 1a ce U3BbPIIBA CHIJIACHO
UHAUBUAYAJTHUSA OTTOBOP M MOHOCHMOCT HA NMaleHTHTe B neauarpusata. Undopmauusara 3a
0e30macHOCTTA NMPH MPHUJIATaHEeTO HA 1034 HajJ 20 mg THeBHO, oTroBapsimy Ha (0.5 mg/Kr npu nanueHTn
B NeJUATPUSATA, € OTPAHHYECHA.

OnuTtshT B neguaTpUATA NPHU Aena Mexkay 6- n 10-roanmHa Bb3pacT e orpaHnyeH (Bk. pazaed 5.1).
ATOpBACTAaTHH He ce MPeNnopbYBa 32 JieueHue Ha nanuenTu noa 10-roqumniHa Bb3pacT.

Tabaerkure Sortis Morar aa 0bJ4aT CIHbBKAHH WJIH NOI'LJIHATH II€JIM ¢ BOJa, M MOraT Ja 0baar
NMpUeMaHHu MO BCAKO BpeMe Ha JIeHsl ChC UJu 0e3 XpaHa.

4.3 TIpoTuBOmMOKAa3aHHUS
{1a ce MOMBJIHU CHIIIACHO HAIIMOHATHUTE U3UCKBAHUS } .

4.4. CneuuajaHu npeaynpeRIeHUs U CHeLUATHU NPeINa3ZHl MepPKHU NpU ynorpeda

{1la ce MOMBJIHU CHIIIACHO HAIIMOHAITHUTE NU3UCKBAHUS } .

Hennarpuyna ynorpeoa

Bce ome HAMa JaHHH 32 §€30MACHOCTTA HA JIEKAPCTBEHOTO CPEACTBO MO OTHOIIEHHE HA PA3BUTHETO
npu Ta3u nonyJamnus (B:x. pasnuein 4.8).

Sortis TadseTKH 32 TbBUYEHE CHABPKAT aCHAPTAM, KOWTO € M3TOYHNK HA (eHuIaannH. Moxe 1a 6bae
Bpe/ieH 3a Xopa ¢ (PeHUJIKETOHYPHS.

4.5 B3aumopeiicTBHe C APYI'H JeKaAPCTBEHH NPOAYKTH U Apyru ¢GopMu Ha B3auMojieiicTBHe
{1a ce MOMBJIHU CHIIIACHO HAIIMOHAITHUTE U3UCKBAHUS } .

HeanaTpuyHa nonyJaauus

IIpoyuBaHus BBPXY JeKAPCTBEHUTE B3aUMO/IE€CTBHUSA €A M3BbPIIEHHN ¢IUHCTBEHO MPU Bb3PACTHH (BiK.
pasnea 4.8). CTenenTa Ha B3aUMO/IelicTBHE B MeJMATPUYHATA MOMYJIAlUA He e U3BecTHA. TpsadBa e ce
UMAaT MpeIBH/I ropeclioMeHATHTEe B3aUMO/AeliCTBHS NPU Bh3PACTHH M NMpeAyNpeRIeHusATa B pa3aena 4.4
NPy NPUWJIOKeHHE B MeAUATPUYHATA MOMYJIaALHS.
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4.6 bpeMeHHOCT U KbpMeHe
{/la ce OIIBIHN CHIIIACHO HAI[MOHAIHUTE N3UCKBAHWS | .
4.7 EdexTu BbpXy cnocodHoCTTA 32 modupaHe U padoTa ¢ MAIIMHU

{1a ce MOMBJIHU CHIIIACHO HAIIMOHATTHUTE NU3UCKBAHUS } .

4.8 He:xejaHu JIeKapCTBEeHU peakNu

{I[a CC IIOITBJIHU CBI''TACHO HAITMOHAJTHUTC I/ISI/ICKBaHI/IH} .

Heg!nanana nomyjaanvs

Knunun4ynarta 6a3a 1aHHM 32 0€30MaCHOCT BKJIIOYBAT JaHHU 32 0e30MacHOCTTA npu 249 nanueHTa B
JeTCKA Bb3PAaCT, KOUTO €a MOJYy4aBAJIM AaTOPBACTATHH, OT KOUTO 7 MANlMEHTH ca OWJIN MO 6-roaumHa
BBb3pacT, 14 manueHTH Ha Bb3pacT Mexkay 6 u 9 rogunu, u 228 nauuentu ca 6w 10 u 17 rogunm.

Hapyumienusi Ha HepBHATA cHCTeMA:
YecTH: ri1aBodoJine.

l'acTponHTEeCTHHAIHU HAPYIIEHUS
YecTH: ad0poMHHAIHA 00/1KA.

IIpoyuyBanus:
YecTH: nopuIIaBaHe HA aMHHOTpaHcdepa3aTa, IOBUIIABAHE HA cepyMHaTa KpeaTuHuHGochokuHasa.

Bb3 ocHOBa HAa HAJIMYHMTE JAHHHU CEe 0YAKBA YECTOTATA, BUIBT H TE:KECTTA HA HEKeJIAHUTE PeaKkuu
NP4 BB3PAcTHH A2 ObIAT chlIUTE U NpH Aena. [lonacrosimeM HsAMA roJisiM OMUT MO OTHOLIEHUE HA
0e30macHOCTTA B ABJATOCPOYEH IJIAH NPH NeJUATPUYHATA NONYIaLHs.

4.9 IIpeno3upane

{I[a CC IIOITBJIHU CBI'TTACHO HAITMOHAJTHUTC I/ISI/ICKBaHI/I}I}.

5. ®APMAKOJIOTMYHU CBOMCTBA
5.1 ®apmakoaMHAMHYHM CBOWCTBa
{1la ce MOMBJIHU CHIIIACHO HAIIMOHAITHUTE NU3UCKBAHMUS } .

HezmaTanHa nonyJjaanus

Xemepo3uzomna pamuina xunepxoiecmepoiemus npu neduampuyHy nayuenmu Ha evipacm 6-17
200UHU.

IIpoBeneHo e 8-ceAMMYHO OTBOPEHO NMPOYYBAHE 32 OlleHKA HA (hapMaKOKMHETHKATA,
(apMroguHaMuKaTa 1 6€30MACHOCTTA HA ATOPBACTATHH NPH JIela U MOAPACTBAIIM C TEHETUYHO
J0Ka3aHa XeTepo3UroTHa (paMuIHA XUTNEepXoJiecTepoeMus u 6a30Bu croiiHocT Ha LDL>4 mmol/L
IIpoyuBaHeTo o0xBama 39 nemna u mogpacTBamM Ha Bb3pacT oT 6 10 17 rogunu. Koxopra A BKiI04Ba
15 neua, Ha Bp3pact 6 — 12 roqunu B nbpBu cTaauii mo Tanner. Koxopra b BriouBa 24 qena Ha
Bb3pacT 10 - 17 ronunm B craguii no Tanner>2.
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Hauanunarta 103a aTopBacTaTHH B KOXOpPTa A e 5 mg 1HeBHO moj ¢hopMaTa Ha TadaeTKA 32 IbBUYeHe H
10 mg nueBHoO B KoxopTa b. /lafeHa e Bb3MOKHOCT HAYAJHATA 1032 2 ce YABOH aKO He € JOCTHIHATA
TaprerHara croiiHoct 3a LDL-C <3.35 mmol/L Ha yeTBBpTa ceIMHUIIA K AKO ATOPBACTATHH ce MOHACS
noope.

Cpennure croiinoctn 3a LDL-C, TC, VLDL-C, n Apo B ca Hamaneau npe3 BTopaTa ceIMULa NpH
BCUYKHU nanueHTu. [Ipu nauueHTHTE, HA KOUTO /103aTA € OUJIa yABOEHA, € OUJI0 HAGJII0IaBAHO
JOMBJIHUTETHO HAMAaJleHHe HA CTOIHOCTHTE HA BTOpaTa ceAMHIa NPU MbPBOTO U3MePBaHe CJie]
NMOBUIIIABaHe Ha Jo03aTa. CpeHaTa CTeNeH HA MOHMKABAHE HA CTOWHOCTUTE HA JJUNUJAHUTE MapaMeTpu
e OuJIa CX0/IHA 32 IBeTe KOXOPTH 0e3 3HAUeHHe NaJIU NAUeHTHTE ca ONJIH 0CTABEHHU HA TAXHATA
MbPBOHAYAJIHA I03MPOBKA WJIHU Tsl e Oui1a ynBoeHa. Ha 8-a cexmuna cpennara crenen Ha mpoMsiHA Ha
6a3zoBure croifHocTH HAa LDL-C u TC e 0uia npuéaunsuteano cboTBeTHO 40% u 30%nax o6cera Ha
Bb3/IelicTBHE.

Xemeposuzomnua hamunna xunepxoaecmepoiemus npu neQuampuyHy nayueHmu Ha ev3pacm 10-
17 200unu.

B nBoiino-casino, miane6o KOHTPOJIMPAHO NMPOYUBaHe MOCIeIBAHO OT OTBOpeHa ¢aza Ha
npoy4Banerto, 187 momuera 1 MOMHYETA cje]l MbPBaTa MeHCTPyalusi, Ha Bb3pact 10-17
rogunu (cpeano 14,1 roqunu)c xerepo3urorHa ¢pamuana xumnepxoJsecreposemust (FH) nian
TesKKa XUIepxoJecTepoeMus ca OMJIM paHIOMU3UPAaHM Ha aTopBacTaThH (n=140) num placebo
(n=47) 3a 26 ceqMuUIIU, cJie]] KOETO BCHYKH MOJYy4aBAT ATOPBACTATHH 32 26 ceAMMLIIN.
Jo3upoBkaTa Ha aTOpBacTaTHH (BeIHbK CHeBHO) e 10 mg 3a mbpBuUTe 4 CeIMHULIM C MOCJIEABAIIO
yBeau4yaBane 10 20 mg B cay4aii ye LDL-C nuBaTta ca >3.36 mmol/l. AtopBacTaTun
CUTHH(PHUKATHO HAMAJIABa IVIa3MeHUTe HUBA Ha o0uus xoaecrepos, LDL-C, Tpurianuepuaure
U anoJunonporerH B npe3 nbpBuTe 26 cenMunM Ha ABoiTHO-casinata ¢a3a. Cpegnara
npocturnarta croiinoct Ha LDL-C e 3.38 mmol/l (range: 1.81-6.26 mmol/l) B rpynaTta Ha
aTopBacTaTHH cpaBHeHa ¢ 5.91 mmol/l (range: 3.93-9.96 mmol/l) B placebo rpynara npe3 26-
ceIMMYHATA ABOMHO-casna ¢a3za.

JoNmbJIHUTEIHO NeIMATPUYHO NPOYYBAaHe HA ATOPBACTATHH Cpelly KOJIECTHIIO0J MPU MALUEHTH
Ha Bb3pacT 10-18 rogunu ycranoBsiBa, ye aropsactatud (N=25) npequ3BUKBa CUTHH(PUKAHTHO
Hamasenne Ha LDL-C na 26-ta ceamuna (p<0.05), cpaBHeH ¢ kosectumos (N=31).

I[IpoyuBaHe 3a ,,MHUJIOCHPAHA YNOTPe0da” NPU MAIMEHTH C TEKKA XUIIEPX0JIeCTePoJIeMust
(BKJIIOUUTETHO XOMO3UTOTHA XHIIEPXO0JIeCTePoJieMusi) BKJIIOYBAIIO 46 MeIMaTPUYHU MANMEHTH
JIEKYBaHH C aTOPBACTATHH B 3aBHCHMOCT OT OTrOBOpa (HSIKOM MalnueHT ca npuemaiu 80 mg
aropBacTaTuH AHeBHO). [IpoyuBaneTo npoabkaBa 3 ronunn: LDL-xonecTepoabT e HAaMaJleH ¢
36%.

JdbarocpoyHaTta epUKACHOCT HA TEPANHUs C ATOPBACTATHH B IETCKA BB3PACT 32 HAMaJIsiBaHe HA
3200J1eBaeMOCTTA H CMBPTHOCTTA B 3psijia Bb3PACT He € YCTAHOBEHA.

EBponeiickaTta AreHuus mo JlekapcrBara He HACTOSIBA 32 CNIA3BaHE HA 32IbJIKEHHETO 32
NoJaBaHe Ha Pe3yJITaTH OT IPOYYBAHMA € AaTOPBACTATUH NpH Aena o1 0 10 6-roguIHA Bb3pacT
NIpHU JieYeHHe HA XeTepo3uroTHa paMuiIHa XunepxoJiecrepoeMus, KaKTo u npu aeua ot 0 xo 18-
roJAMIIHA Bb3PAaCT MPH JIeYEHHETO HA XOMO3UI0THA (haMMIIHA XHIIePX0JiecTepoaeMus,
KOMOMHHUpaHa (cMeceHa) XMIepXxoJiecTeposieMusi, IbPBUYHA XUIIePX0JecTepoieMus U IPH
NMpEeBEHIUSITA HA ChbPAEYHO-CHI0BH CHOUTHS (B:K. pa3iena 4.2 3a undopmanus 3a
neANaTPUYHATA ynoTpeda).

5.2 ®apmakokMHETHYHM CBOWCTBa

{I[a CC IIOITBJIHA CBI'TTACHO HAITMOHAJTHUTC I/ISI/ICKBaHI/I}I} .
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Ocobenu epynu nayuenmu
{la ce NOIIbJIHU CHITIACHO HALIMOHATHUTE N3UCKBAHMUSA | .

- llenuarpus: Hshva-HamrH-hapMaKokHHeTHHH AatHH 3a-AeTekataBb3pact B oTBOpeHo, 8-
CeIMUYHO NMPOYYBaHe, MeJHATPUYHHN NalUeHTH (Ha Bb3pacT 6-17 ronunu 1 craguii mo
Tanner (N=15) u craauii no Tanner >2 (N=24)) ¢ XxeTepo3uroTHa pamMmujiHa
XHIepxoJiecTeposieMusi H 0CHOBHHU cToiiHOCcTH Ha LDL-C >4 mmol/L ca sexyBaHnu ¢ S uin
10 mg TadeTKH 32 AbBYEHE WJIH CHOTBETHO 5 wian 10 mg punavupanu TadieTku
aTOPBACTATHH BeIHbK JHEeBHO. ENNMHCTBeHATa 3HAYUTE/IHA NPOMSHA BbB
(papmMaKkoKMHEeTHYHHS MOJIEJ] HA MOMYJIALMSATA JIEeKYBaHA ¢ aTOPBACTATHH € TeJieCHATa
Maca. OpaJHUAT KJIUPBHC NPH NeJUATPUYHHN MANMEHTH ce SIBABA M0J00€eH HA TO3U NMPHU
Bb3PACTHM cJIe/l aJIOMETPMYHO U3MepPBaHe Ha TeJecHOTO Terjo. ChoTBeTHO HaMaJleHHe
Ha LDL-C u TC e 6110 ycTaHOBEHO cJie]] JIeYeHHETO C ATOPBACTATHH U 0-
XHIPOKCHATOPBACTATHH.

- {la ce NOI'bJIHU CHITIACHO HAIIMOHATHUTE U3UCKBAHMUSA | .

5.3 IlpeakJIuHUYHU JTaHHU 32 0€30MACHOCT

{1a ce MOMBJIHU CHIIIACHO HAIIMOHAITHUTE NU3UCKBAHMUS } .

6. DOAPMAIIEBTUYHUA JAHHHA
6.1 CHouchK Ha IOMOIIHHUTE BelleCTBA

KanuueB kapoonart
MuKpOKpHCTAIHA 1eJ1YJI03a
Kpockapmesio3a natpuii
MMonucopodar 80
XHAPOKCUIIPONMJILETYT103a
Marue3ues creapat
[pe:xenaTuzupano HuIIECTE
Manutoa (E421)

Acnapram (E951)
CyxkpaJiioza (E955)

I'poznos apomar

6.2 HecbBMecTUMOCTH

{la ce MOMBJIHU CHIIIACHO HAIIMOHAITHUTE NU3UCKBAHUS | .

6.3 Cpoxk Ha rogHoct

24 mecena

6.4 CrnenuajaHm ycJOBHUS HA CbXpPaHEeHHe

{1a ce MOMBJIHU CHIIIACHO HAIIMOHAITHUTE NU3UCKBAHUS } .

6.5 JlaHHu 3a omakoBKaTa

Bancrepu coabpixkamm 30 TadieTKU 32 TbBUYEHE.

Bancrepure ce cbeTOAT 0T GopMOBaHO (POJTHO OT MOJTHUAMU/ATTYyMIUHHEBO

(}0,110/TIOTUBUHMIIXJIOPH U NOKPUBHA YACT OT AJTYMHHUEBO (P0JIMO/BUHHUI/aAKPHUJI TOIVIMHHO
3amevyaTaHo.

42



He Bcuuku BHUIOBC OIIAaKOBKH MOTI'aT Aa 6’b,I[aT ITyCHAaTH B nponanc6a.
6.6 CroenuajaHu mpeanasHu MepKH NMPU U3XBBHPJsHE

{1a ce MOMBJIHU CHIIIACHO HAIIMOHATHUTE NU3UCKBAHUS } .

7. INPUTEXATEJI HA PASPEIIEHUETO 3A YIIOTPEBA
[[a ce nombyiHN CHITIACHO HAIIMOHATHUTE N3UCKBaHNA |

[BI/I)K HpI/IJIO)KeHI/IG I - na ce MOIBJIHK CBHITIACHO HAITMOHAJIHUTE I/ISI/ICKBaHI/Iﬂ]

8. HOMEP(A) HA PASPEIIEHHUETO 3A YIIOTPEBA

[[a ce mONbJIHU CHIVIACHO HALIMOHAJTHUTE N3UCKBAHNA |

9. JATA HA ITbPBO PASPEINIABAHE/TIOAHOBSBAHE HA PAZPEHIEHUETO 3A
YIIOTPEBA
[[a ce mombJIHY CHIVIACHO HAIIMOHAIHUTE 3UCKBAHMUS |

10. [JATA HA AKTYAJIM3UPAHE HA TEKCTA
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INPOMEHMH, KOUTO HIE BBJIAT BKJIIOYEHU BbB CbOTBETHUTE TOYKHA HA
OITAKOBKATA
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JAHHHU, KOUTO TPABBA JA CbABbPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA

1. NME HA JJEKAPCTBEHMUSA NIPOAYKT

Sortis 5 mg TabneTKu 3a IbBUYCHE
ATtopBacTaTuH

2. OBABABAHE HA AKTUBHOTO BEHIECTBO/AKTUBHUTE BEIIIECTBA

1 Tabnerka 3a IpBUCHE ChABPKA 5 mg aTropBacTaTHH (1Mo ¢popmaTa Ha KaJllHeBa coJl TPUXUAPAT).

3. CIIMCBK HA IOMOINHUTE BEINIECTBA

Coabpxa acmaptam. 3a moBeuye WHGOPMALUS IPOYeTeTe TUCTOBKATA.

4. JEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJTHA OITAKOBKA

30 TabneTKy 3a AbLBUYEHE

5. HAYYH HA TIPUIATAHE U TBT/ITBTUIIIA) HA BHbBEXKJIAHE

[Ipeau ynorpeba mpodeTeTe JTUCTOBKATA.
[TepopanHo npusoxeHue.

6. CIIEIIMAJIHO NPEAYINIPEXJAEHWUE, YE JIEKAPCTBEHUAT IIPOAYKT TPABBA
JA CE CBXPAHSIBA HA MACTO JAJIEYE OT ITOTI'VIEJA U TOCET'A HA JEIIA

I[a C€ CbXpaHsABa Ha MACTO, HEAOCTHITHO 3a JA€1ia.

| 7. JAPYI'H CIIEHUAJIHU NIPEAYTIPEXIEHUSA, AKO E HEOBXOJINMO

[[a ce mOmbIHM CHIIIACHO HAIIMOHATHUTE U3UCKBAHMUS |.

| 8. JATA HA U3THYAHE HA CPOKA HA TOJHOCT

T'onen no:

9. CIIEITMAJIHHA YCJI0BUA HA CbXPAHEHHUE
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10.

CIIEHUAJIHA NNTPEAITASHUA MEPKHU NP N3XBBHPJIISIHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE NPOAYKTHU NJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3BUCKBAT TAKUBA

| 11.

NME U AJIPEC HA ITIPUTEKATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

[[a ce nombyiHN ChITIACHO HAIIMOHATHUTE N3UCKBaHNA |

| 12.

HOMEP(A) HA PABPEINIEHUETO 3A YIIOTPEBA

[[a ce nombyiHN CHITIACHO HAIIMOHATHUTE N3UCKBaHNA |

| 13.

HNAPTUIEH HOMEP

ITapTunen Homep:

| 14.

HAYMH HA OTITYCKAHE

[I[a CC IIOITBJIHU CBI'TTACHO HAITMOHAJTHHUTC I/ISI/ICKBaHI/Iﬂ]

| 15.

YKA3AHUA 3A YIIOTPEBA

| 16.

HH®OPMAIIMS HA BPAIJIOBA A3BYKA

Sortis 5 mg TabneTKu 3a IbBUYCHE
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MUHUMYM JAHHHU, KOUTO TPABBA JA CBbABPXKAT BJIMCTEPUTE

BJINCTEPU

| 1. HUME HA JIEKAPCTBEHUA IPOAYKT

Sortis 5 mg TabneTKu 3a IbBUYCHE
ATtopBacTaTuH

| 2. NME HA ITIPUTEXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

[I[a CC IIOITBJIHU CBI'TTACHO HAITMOHAJTHHUTC I/ISI/ICKBaHI/Iﬂ]

[3. JIATA HA UI3THYAHE HA CPOKA HA TOJHOCT

T'onen no:

|4. TIAPTUJEH HOMEP

ITapTunen Homep:

5. JIPYro
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INPOMEHMH, KOUTO HIE BBJAT BKJIIOYEHU B CbOTBETHUTE TOYKH HA
JINICTOBKATA
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JIMCTOBKA: THOOPMALIUA 3A IIOTPEBUTEJIA

SORTIS 5 mg TabJieTku 32 1bBUY€EHE
ATtopBacratuH Kanimid (Atorvastatin calcium)

IIpoyeTeTe BHMMATEIHO ISlJIATA JUCTOBKA MPeIH a 3aM09HeTe Ja MpHeMaTe TOBA JIEKapCTBO.
- 3amasere Ta3u JMCTOBKA. MoOJKe J1a TOKeJlaeTe Ja s IpoYeTeTe OTHOBO.

- AKo nMaTe ZOIBJIHUTEITHH BBIIPOCH, onuTalTe Bamms nexap um gpapmanest.

- ToBa nekapcTBo e npeanucaHo JuuHo Ha Bac. He ro nasaiite Ha npyru xopa. To Moxe na um
HaBpPEeAU A0PU KOraTo TEXHUTE OIUIAKBAaHMs ca ChILUTE KaTo Bammre.

- AKO HAKOS OT HeXKeJIaHUTE PeaKIMy CTaHe CEPUO3HA MM 3a0eJIeKUTEe IPYTH, HEOITUCAHH B Ta3u
JIMCTOBKA HEXKEJIAHU PEeaKINy, MOJIS, yBegoMeTe Barust tekap win papmareBT.

B Ta3u ucroBKa:

Kaxso mpencrasnasa SORTIS u 3a kakBo ce u3noin3pa
IIpenu na 3anmounere ga npuemare SORTIS

Kak tpsi6Ba na ce mpuema SORTIS

BB3MOKHM HEXKeNTaHH PeaKLuu

CexpansBane Ha SORTIS

JombaHuTenHa nHPOpMaIHs

SN

1. KAKBO ITIPEJCABJISABA SORTIS U 3A KAKBO CE U3IIOJI3BA

{1a ce MOMBJIHU CHIIIACHO HAIIMOHATHUTE N3UCKBAHUS } .

2. INPE U JA IIPUEMETE SORTIS

{1a ce MOMBJIHU CHIIIACHO HAIIMOHAITHUTE U3UCKBAHUS | .

Moske 1a e BpeieH 3a Xopa ¢ (peHHIKETOHYPHSI.

3. KAK JA TIPUEMATE SORTIS

Ob6uyaiinara HayanHa go3a Ha SORTIS e 10 mg eqHOKpaTHO AHEBHO MPHU BB3pacTHH M Aena Hajx 10-
roauIIHa Bb3pact. Tst Moke 1a ObJie MOBUIIICHA, aKO € He00X0IUMO, OT Barms iekap, 10KaTo He
TpreMaTe KOJMYECTBOTO, OT KOETO Ce HyXKJaeTe. Bammsi iekap e agantrupa J03MpoBKaTa Ha
WHTEepBaIH OT 4 ceqmunu wim mosede. Makcumannata qo3a Ha SORTIS e 80 mg eqHOKpaTHO THEBHO
3a Bb3pacTHH U 20 mg eTHOKPATHO JTHEBHO 32 Jena.

SORTIS TabneTku TpsoBaHa-ce-HOFFHHAT MOXKe 12 0bAaT CIbBKAHU WJIU MOTBJIHATH IENN C
MaJIKO BOJIa M MOTAT Jia ce IIPUeMaT 0 BCAKO BpeMe Ha JICHs ChC Wi O0e3 xpaHa. Bce mak, onuTaiite

CC 1a B3eMare Bamure TabmeTku mo €IHO 1 ChIIO BPEME BCEKHU JICH.

{1a ce MOMBJIHU CHIIIACHO HAIIMOHAITHUTE U3UCKBAHUS } .
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4. BB3MOXHU HEKEJIAHU PEAKIIUN

{I[a CC IIOITBJIHU CBI'TTACHO HAITMOHAJTHUTC I/ISI/ICKBaHI/I}I} .

5. KAK JA CbXPAHABATE SORTIS
{la ce NOI'bJIHM CHITIACHO HAIIMOHATHUTE U3UCKBAHMUSA | .

He usnonszBaiite SORTIS crex cpoka Ha roqHOCT, 0TOENsI3aH Ha §JIMCTepa U HA BHHIIIHATA KyTHS.
CpoKbT Ha FOJJTHOCT OTrOBapsl Ha MOCJEIHUS I€H OT IOCOUEHUS MECell.

{I[a CC IIOITBJIHU CBI'TTACHO HAITMOHAJTHUTC I/ISI/ICKBaHI/I}I} .

6. JOII'BJIHUTEJITHA UH®OPMALUA

Kakso cbabpixa SORTIS

AxrtuBHarta cectaBka Ha SORTIS e atorvastatin (aropBactatuH). Besika Tabnetka cbappika 5 mg
aTOpBAcCTaTHH KaTO aTOPBACTAaTHH KAJILUEB TPUXUIPAT.

SORTIS cbabpska 1 HEAKTUBHU ChCTaBKU: KaJlMeB Kap0OOHAT, MUKPOKPHCTATHA LeJIyJ103a,
KpocKapMeJio3a HaTpuii, moymcopoart 80, XxuapoKkcHNponuIne1y/103a, mpexxeJaTHHUPAHO
HULecTe, MAHUTOJI, ACIAPTAM, CYKPaJi03a, TPO310B apoMaT U Marue3nes creapar.

Kak u3raexnaa SORTIS u kakBO ChABPKA OMAKOBKATA

SORTIS 5 mg TabJjeTku 32 1bBYeHe ca 0eJM 10 MOYTH (eI PO30BO-JINJIABH TOYHIH C KPbIja
¢opma. Te ca mapkupanu ¢ “5” u “ Pfizer” ot gpyrara.

SORTIS ce npeyiaratr B 0makoBKH ¢ 6JucTepH, chabpkamy 30 TadeTKu 3a ALBYEHE.

JlekapcTBeHHsI MPOAYKT ce mpeasaara kato 5 mg, 10 mg, 20 mg u 40 mg TadjieTku 3a IbBUYEHE U
10 mg, 20 mg, 40 mg u 80 mg ¢puamMupanu TadJeTKHU.

HpnTemaTen Ha paspemiecHueTo 3a yHOTpeﬁa H MMPOU3BOAUTE

[Buxre [Ipunoxxenue I - na ce NONbJIHU CHITIACHO HALIMOHAJIHUTE N3UCKBaHNA |

To3u NPoOAYKT e pa3pelieH 3a ynorpeda B crpaHute wieHkn Ha EC u crpaHuTe ot
€BPONEiCKOTO HKOHOMHYECKO MPOCTPAHCTBO MO/ CJIeJHUTE ThProBCKH HMeEHa:

{1a ce MOMBJIHU CHIIIACHO HAIIMOHAITHUTE U3UCKBAHUS } .

JlaTa Ha mocjieTHO 0l00peHne HA JIUCTOBKATA {MM /TTIT}.

[I[a CC IIOITBJIHU CBI'TTACHO HAITMOHAJTHHUTC I/ISI/ICKBaHI/I}I]
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INPUJIOKEHHUE 111

YCJOBHUSA HA PASBPEHIEHUETO 3A YIIOTPEBA
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HaIII/IOHaJIHI/ITe 3paBHHU BJIACTH Tp$[6Ba Ja OCUTYpAT CIIa3BaHETO Ha CIICAHUTE YCIIOBHUA OT
[purexarens Ha Pazpemenuero 3a Ymotpeoa:

e Ilomaane Ha [lnan 3a ynpasieHue Ha prcKa (WJIM HETOBA aKTyallu3anus) 3a Sortis u
CBBbp3aHHUTE THPrOBCKM UMEHA Ha HALIMOHAIHO HUBO, B3€MalK1 MPEIBUI HOBUTE
neIuaTpuyHu JaHHU U npenopbkute Ha CHMP. [InansT 3a ynpaBieHne Ha pucka TpsOBa 1a
BKJIFOUBA aKTUBHOTO KIMHUYHO TipoyuBane A2581173 (3-rogumHo npoydBaHe Ha
0€30I1acHOCTTA U MPOCTIEISIBAIIO ITPOYIBaHE HA €()EeKTUBHOCTTA Ha JICUCHUETO C aTOPBACTATHH
TIpH JIeNa ¥ TOPACTBAIY MeXIY 6 1 18 rouHu ¢ XeTepo3urotHa pamuinna
XHUIIEPXOJIECTEPOIICMHS ).

e [IpomsnHa Ha mepuoauKaTa Ha ofaane Ha [lepuoaumunu noknanu 3a 6ezonacuoct (I11b) 3a
Sortis 1 CBbpP3aHHUTE THPTOBCKU HMEHA KAKTO CJIC/IBA:
o Ilecrmeceunu I1/1b 1o nocTHrane Ha BE TOAMILIEH OIUT C IeUAaTPUYHATA
nnaukanysa B EC
o T'ogumnwm [1/Ib npe3 cnenpamyte ABE TOAMHU
o Cnen ToBa Ha 3-TOUIIHN UHTEPBAIN
IT1J1b Tpsi6Ba na 6baaT POKyCHpaHU BHPXY MEANATPHUIHATA TTOMYIIAIIHSI.
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