NNPUJIOKEHUE I

CIINCBK HA UMEHATA, JTEKAPCTBEHA/M ®OPMA/U, KOJIMYECTBO HA
AKTUBHOTO BEHIECTBO B JIO30BA EJIUHUIIA, IBT/UIIA HA BBBEXKJIAHE, B %,
3A JAJJIEH OBEM MJIM MACA HA JIEKAPCTBEHUS/TE IPOAYKT/H, 3AABUTEJI/N,

HNPUTEXKATEJI/U HA PASPEIIEHUE 3A YIIOTPEBA B CTPAHUTE-YJIEHKHN



CrpaHa-4ieHKa Ilpurexkarea Ha Toproecko ume (KoamuectBo |JlekapcTBeHa II'LT Ha BhBEXKAAHE
EC/EMII Pa3pelIeHneTo 3a Hme Ha dopma
ynorpeba AKTHBHOTO
BEIICCTBO B
1030Ba
eqnHunAa, 8%,
3a 1ajieH obem
HJIH Maca
ABcTpus Pfizer Corporation Sortis 10 mg - 10mg dunmupaHu ITepopanno
Austria Ges.m.b.H. Filmtabletten TalNeTKH MIPUIIOKEHUE
Floridsdorfer
Hauptstraf3e 1
A - 1210 Wien Austria
ABcTpus Pfizer Corporation Sortis 20 mg - 20mg DunmupaHu ITepopanno
Austria Ges.m.b.H. Filmtabletten TaONeTKH MIPUIIOKEHUE
Floridsdorfer
Hauptstraf3e 1
A - 1210 Wien Austria
ABcTpus Pfizer Corporation Sortis 40 mg - 40mg DunmupaHu ITepopanno
Austria Ges.m.b.H. Filmtabletten TaONeTKH MIPUIIOKEHUE
Floridsdorfer
Hauptstraf3e 1
A - 1210 Wien Austria
ABcTpus Pfizer Corporation Sortis 80 mg - 80mg dunmupaHu ITepopanno
Austria Ges.m.b.H. Filmtabletten TaONeTKH MIPUIIOKEHUE
Floridsdorfer
Hauptstraf3e 1
A - 1210 Wien Austria
benrus Pfizer SA Lipitor 10mg dunmupanu ITepopanno
Boulevard de la Plaine TalNeTKH MIPUIIOKEHUE

17
B-1050 Brussels,
Belgium




CrpaHa-4ieHKa Ilpurexkarea Ha Toproecko ume (KoamuectBo |JlekapcTBeHa II'LT Ha BhBEXKAAHE
EC/EMII DPa3pelIeHneTo 3a Hme Ha dopma
ynorpeba AKTHBHOTO
BCIIECTBO B
1030Ba
eqnHunAa, 8%,
3a 1ajieH obem
HJIH Maca
benrus Pfizer SA Lipitor 20mg dunmupanu ITepopanno
Boulevard de la Plaine TabNIeTKH TIPUIIOKEHUE
17
B-1050 Brussels,
Belgium
benrus Pfizer SA Lipitor 40mg dunmupanu ITepopanno
Boulevard de la Plaine TabIeTKH TIPUIIOKEHUE
17
B-1050 Brussels,
Belgium
benrus Pfizer SA Lipitor 80mg duiMupanu ITepopanno
Boulevard de la Plaine TabNIeTKH MIPUIIOKEHUE
17
B-1050 Brussels,
Belgium
Bboarapus Pfizer Europe MA Sortis 10mg dunmupaHu ITepopanno
EEIG, Ramsgate TaONeTKH NIPUIIOKECHUE
Road,
Sandwich,
Kent, CT13 9NJ,
United Kingdom
boarapus Pfizer Europe MA Sortis 20mg Ounmupanu ITepopanno
EEIG, Ramsgate TalNeTKH NIPUIIOKECHUE
Road,
Sandwich,
Kent, CT13 9NJ,
United Kingdom




CrpaHa-4ieHKa Ilpurexkarea Ha Toproecko ume (KoamuectBo |JlekapcTBeHa II'LT Ha BhBEXKAAHE
EC/EMII DPa3pelIeHneTo 3a Hme Ha dopma
ynorpeba AKTHBHOTO
BCIIECTBO B
J030Ba
eqnHunAa, 8%,
3a 1ajieH obem
HJIH Maca
boarapus Pfizer Europe MA Sortis 40mg dunmupanu ITepopanno
EEIG, Ramsgate TaONeTKH NIPUIIOKECHUE
Road,
Sandwich,
Kent, CT13 9NJ,
United Kingdom
boarapus Pfizer Europe MA Sortis 80mg Ounmupanu ITepopanno
EEIG, Ramsgate TaONeTKH NIPUIIOKECHUE
Road,
Sandwich,
Kent, CT13 9NJ,
United Kingdom
Kunsp Pfizer Hellas A. E. Lipitor 10mg Ounmupanu ITepopanno
243, Messoghion TalNeTKH MIPUIIOKEHUE
Ave.,
154 51 Neo Psychiko,
Athens, Greece
Kunsp Pfizer Hellas A. E. Lipitor 20mg Ounmupanu ITepopanno
243, Messoghion TalNeTKH MIPUIIOKEHUE
Ave.,
154 51 Neo Psychiko,
Athens, Greece
Kunsp Pfizer Hellas A. E. Lipitor 40mg dunmupanu ITepopanno
243, Messoghion TalNeTKH MIPUIIOKEHUE

Ave.,
154 51 Neo Psychiko,
Athens, Greece




CrpaHa-4jieHKa
EC/EHNII

IIputesxares Ha

THProBcko MMe

pa3penieHneTo 3a
ynorpeoa

Hme

KoanuecTBO
Ha
AKTHBHOTO
BELECTBO B
1030Ba
eannuua, B%,
3a 1ajieH obem

JlekapcTBeHAa
¢dopma

II'bT Ha BBBekK/IAHE

HJIH Maca

Yewka peryosiuka | Pfizer, spol. s r.0., Sortis 10mg dunmupanu ITepopanno
Stroupeznického 17, TaONeTKH MIPUIIOKEHUE
150 00 Prague 5,
Czech Republic

Yewka peryosiuka | Pfizer, spol. s r.0., Sortis 20mg dunmupanu ITepopanno
Stroupeznického 17, TaONeTKH MIPUIIOKEHUE
150 00 Prague 5,
Czech Republic

Yemika perryonuka | Pfizer, spol. s r.o., Sortis 40mg duiMupanu ITepopanno
Stroupeznického 17, TalNeTKH MIPUIIOKEHUE
150 00 Prague 5,
Czech Republic

Yemika peryonuka | Pfizer, spol. s r.o., Sortis 80mg OuimMupanu ITepopanno
Stroupeznického 17, TaONeTKH MIPUIIOKEHUE
150 00 Prague 5,
Czech Republic

Janus Pfizer ApS, Zarator 10mg dunmupaHu ITepopanno
Lautrupvang 8, 2750 TalNeTKH MIPUIIOKEHUE
Ballerup, Denmark

Janus Pfizer ApS, Zarator 20mg dunmupanu ITepopanno
Lautrupvang 8, 2750 TalNeTKH MIPUIIOKEHUE

Ballerup, Denmark




CrpaHa-4ieHKa Ilpurexkarea Ha Toproecko ume (KoamuectBo |JlekapcTBeHa II'LT Ha BhBEXKAAHE
EC/EMII DPa3pelIeHneTo 3a Hme Ha dopma
ynorpeba AKTHBHOTO
BCIIECTBO B
1030Ba
eqnHunAa, 8%,
3a 1ajieH obem
HJIH Maca
Janus Pfizer ApS, Zarator 40mg dunmupanu ITepopanno
Lautrupvang 8, 2750 TaONeTKH MIPUIIOKEHUE
Ballerup, Denmark
Janus Pfizer ApS, Zarator 80mg dunmupanu ITepopanno
Lautrupvang 8, 2750 TaONeTKH MIPUIIOKEHUE
Ballerup, Denmark
Ecrtonus Pfizer Europe MA Sortis 10mg duiMupanu ITepopanno
EEIG, Ramsgate TalNeTKH NIPUIIOKECHUE
Road,
Sandwich,
Kent, CT13 9NJ,
United Kingdom
Ecronus Pfizer Europe MA Sortis 20mg duiMupanu ITepopanno
EEIG, Ramsgate TalNeTKH NIPUIIOKECHUE
Road,
Sandwich,
Kent, CT13 9NJ,
United Kingdom
Ecronus Pfizer Europe MA Sortis 40mg OuimMupanu ITepopanno
EEIG, Ramsgate TaONeTKH NIPUIIOKECHUE

Road,

Sandwich,

Kent, CT13 9NJ,
United Kingdom




CrpaHa-4ieHKa Ilpurexkarea Ha Toproecko ume (KoamuectBo |JlekapcTBeHa II'LT Ha BhBEXKAAHE
EC/EMII DPa3pelIeHneTo 3a Hme Ha dopma
ynorpeba AKTHBHOTO
BEIICCTBO B
4o030Ba
eqnHunAa, 8%,
3a 1ajieH obem
HJIH Maca
Ectonus Pfizer Europe MA Sortis 80 mg 80mg dunmupanu ITepopanno
EEIG, Ramsgate TaONeTKH NIPUIIOKECHUE
Road,
Sandwich,
Kent, CT13 9NJ,
United Kingdom
OuHIaHAUA Pfizer Oy, Tietokuja 4, |Lipitor 10mg dunmupaHu ITepopanno
00330 Helsinki, TaONeTKH TIPUIIOKEHUE
Finland
OuHIaHAUA Pfizer Oy, Tietokuja 4, |Lipitor 20mg dunmupaHu ITepopanno
00330 Helsinki, TalNeTKH TIPUIIOKEHUE
Finland
OuHIaHAUA Pfizer Oy, Tietokuja 4, |Lipitor 40mg dunmupanu ITepopanno
00330 Helsinki, TalNeTKH TIPUIIOKEHUE
Finland
OuHIaHAUA Pfizer Oy, Tietokuja 4, |Lipitor 80mg Ounmupanu ITepopanno
00330 Helsinki, TalNeTKH TIPUIIOKEHUE
Finland
OuHIaHAUA Pfizer Oy, Tietokuja 4,|Orbeos 10mg dunmupanu ITepopanno
00330 Helsinki, TaOIeTKH TIPUIIOKEHUE
Finland




CrpaHa-4ieHKa Ilpurexkarea Ha Toproecko ume (KoamuectBo |JlekapcTBeHa II'LT Ha BhBEXKAAHE
EC/EMII DPa3pelIeHneTo 3a Hme Ha dopma
ynorpeba AKTHBHOTO
BEIICCTBO B
1030Ba
eqnHunAa, 8%,
3a 1ajieH obem
HJIH Maca
OuHIaHAUA Pfizer Oy, Tietokuja 4,|Orbeos 20mg dunmupanu ITepopanno
00330 Helsinki, TabNIeTKH MIPHUJIOKCHUE
Finland
OuHIaHAUA Pfizer Oy, Tietokuja 4,|Orbeos 40mg dunmupanu ITepopanno
00330 Helsinki, TabIeTKH MIPHUIIOKCHUE
Finland
OuHIaHAUA Pfizer Oy, Tietokuja 4,|Orbeos 80mg Ounmupanu ITepopanno
00330 Helsinki, TabNIeTKH MIPHUJIOKCHUE
Finland
Opanus Pfizer Holding France |Tahor 10mg dunmupanu ITepopanno
23-25 Avenue du TabIeTKH MIPUIIOKEHUE
Docteur Lannelongue
75668 Paris Cedex 14
France
OpaHus Pfizer Holding France |Tahor 20mg Ounmupanu ITepopanno
23-25 Avenue du TabNIeTKH TIPUIIOKEHUE
Docteur Lannelongue
75668 Paris Cedex 14
France
Opanius Pfizer Holding France |Tahor 40mg dunmupanu ITepopanno
23-25 Avenue du TabIeTKH TIPUIIOKEHUE

Docteur Lannelongue
75668 Paris Cedex 14
France




CrpaHa-4ieHKa Ilpurexkarea Ha Toproecko ume (KoamuectBo |JlekapcTBeHa II'LT Ha BhBEXKAAHE
EC/EMII DPa3pelIeHneTo 3a Hme Ha dopma
ynorpeba AKTHBHOTO
BEIICCTBO B
1030Ba
eqnHunAa, 8%,
3a 1ajieH obem
HJIH Maca
Opanius Pfizer Holding France |Tahor 80mg dunmupanu ITepopanno
23-25 Avenue du TabNIeTKH TIPUIIOKEHUE
Docteur Lannelongue
75668 Paris Cedex 14
France
I'epmanus Pfizer Pharma GmbH, |Sortis 10 mg 10mg dunmupanu ITepopanno
Linkstrafle 10 10785 TabNIeTKH TIPUIIOKEHUE
Berlin, Germany
I'epmanus Pfizer Pharma GmbH, |Sortis 20 mg 20mg Ounmupanu ITepopanno
Linkstralle 10 10785 TabNIeTKH TIPUIIOKEHUE
Berlin, Germany
I'epmanus Pfizer Pharma GmbH, |Sortis 40 mg 40mg dunmupanu ITepopanno
Linkstralle 10 10785 TabNIeTKH MIPUIIOKEHUE
Berlin, Germany
I'epmanus Pfizer Pharma GmbH, |Sortis 80 mg 80mg Ounmupanu ITepopanno
Linkstralle 10 10785 TabNIeTKH TIPUIIOKEHUE
Berlin, Germany
I'epmanus Pfizer Pharma GmbH, |Liprimar 10 mg 10mg dunmupanu ITepopanno
Linkstrafle 10 10785 TabIeTKH MIPUIIOKEHUE
Berlin, Germany
I'epmanus Pfizer Pharma GmbH, |Liprimar 20 mg 20mg dunmupaHu ITepopanno
Linkstralle 10 10785 TabIeTKH MIPUIIOKEHUE

Berlin, Germany




CrpaHa-4ieHKa Ilpurexkarea Ha Toproecko ume (KoamuectBo |JlekapcTBeHa II'LT Ha BhBEXKAAHE
EC/EMII DPa3pelIeHneTo 3a Hme Ha dopma
ynorpeba AKTHBHOTO
BEIICCTBO B
1030Ba
eqnHunAa, 8%,
3a 1ajieH obem
HJIH Maca
I'epmanus Pfizer Pharma GmbH, |Liprimar 40 mg 40mg dunmupanu ITepopanno
Linkstralle 10 10785 TabNIeTKH TIPUIIOKEHUE
Berlin, Germany
I'epmanus Pfizer Pharma GmbH, |Liprimar 80 mg 80mg dunmupanu ITepopanno
Linkstralle 10 10785 TabIeTKH TIPUIIOKEHUE
Berlin, Germany
I'epmanus Pfizer Pharma GmbH, |Atorvastatin 10 mg [10mg DunmupaHu ITepopanno
Linkstrale 10 10785 |PD TabNIeTKH MPUIIOKEHUE
Berlin, Germany
I'epmanus Pfizer Pharma GmbH, |Atorvastatin 20 mg (20mg dunmupaHu ITepopanno
Linkstrale 10 10785 |PD TabNIeTKH MPUIIOKEHUE
Berlin, Germany
I'epmanus Pfizer Pharma GmbH, |Atorvastatin 40 mg [40mg dunmupaHu ITepopanno
Linkstrale 10 10785 |PD TabNIeTKH MPUIIOKEHUE
Berlin, Germany
I'epmanus Pfizer Pharma GmbH, |Atorvastatin 80 mg (80mg dunmupaHu ITepopanno
Linkstrale 10 10785 |PD TabNIeTKH MPUIIOKEHUE

Berlin, Germany
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CrpaHa-4ieHKa Ilpurexkarea Ha Toproecko ume (KoamuectBo |JlekapcTBeHa II'LT Ha BhBEXKAAHE
EC/EMII DPa3pelIeHneTo 3a Hme Ha dopma
ynorpeba AKTHBHOTO
BCIIECTBO B
1030Ba
eqnHunAa, 8%,
3a 1ajieH obem
HJIH Maca
I'spuus Pfizer Hellas A. E. Lipitor 10mg dunmupanu ITepopanno
243, Messoghion TaONeTKH MIPUIIOKEHUE
Ave.,
154 51 Neo Psychiko,
Athens, Greece
I'spuus Pfizer Hellas A. E. Lipitor 20mg dunmupanu ITepopanno
243, Messoghion TaOIeTKH MIPUIIOKEHUE
Ave.,
154 51 Neo Psychiko,
Athens, Greece
I'spuus Pfizer Hellas A. E. Lipitor 40mg dunmupaHu ITepopanno
243, Messoghion TalNeTKH MIPUIIOKEHUE
Ave.,
154 51 Neo Psychiko,
Athens, Greece
I'spuus Pfizer Hellas A. E. Lipitor 80mg dunmupaHu ITepopanno
243, Messoghion TalNeTKH MIPUIIOKEHUE
Ave.,
154 51 Neo Psychiko,
Athens, Greece
I'spuus WIN MEDICA Ltd  |Zarator 10mg dunmupanu ITepopanno
41 TaONeTKH NIPUIIOKECHUE
Papadiamantopoulou
Street
115 28 Ilisia

Athens, Greece
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CrpaHa-4ieHKa Ilpurexkarea Ha Toproecko ume (KoamuectBo |JlekapcTBeHa II'LT Ha BhBEXKAAHE
EC/EMII DPa3pelIeHneTo 3a Hme Ha dopma
ynorpeba AKTHBHOTO
BCIIECTBO B
1030Ba
eqnHunAa, 8%,
3a 1ajieH obem
HJIH Maca
I'spuus WIN MEDICA Ltd  |Zarator 20mg dunmupanu ITepopanno
41 TaONeTKH NIPUIIOKECHUE
Papadiamantopoulou
Street
115 28 Ilisia
Athens, Greece
I'spuus WIN MEDICA Ltd  |Zarator 40mg Ounmupanu ITepopanno
41 TaONeTKH NIPUIIOKECHUE
Papadiamantopoulou
Street
115 28 Ilisia
Athens, Greece
I'vpuus Pfizer Hellas A. E. Edovin 10mg duiMupanu ITepopanno
243, Messoghion TalNeTKH MIPUIIOKEHUE
Ave.,
154 51 Neo Psychiko,
Athens, Greece
I'vpuus Pfizer Hellas A. E. Edovin 20mg duiMupanu ITepopanno
243, Messoghion TalNeTKH MIPUIIOKEHUE
Ave.,
154 51 Neo Psychiko,
Athens, Greece
I'vpuus Pfizer Hellas A. E. Edovin 40mg duiMupanu ITepopanno
243, Messoghion TalNeTKH MIPUIIOKEHUE

Ave.,
154 51 Neo Psychiko,
Athens, Greece
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CrpaHa-4ieHKa Ilpurexkarea Ha Tbproecko ume KoanuectBo |JlekapcTBeHa II'LT Ha BhBEXKAAHE
EC/EMII DPa3pelIeHneTo 3a Hme Ha dopma
ynorpeba AKTHBHOTO
BCIECTBO B
1030Ba
eqnHunAa, 8%,
3a 1ajieH obem
HJIN Maca
VYHrapus Pfizer KFT, Sortis 10mg OuimMupanu ITepopanno
1123 Budapest, TaONeTKH MIPUIIOKEHUE
Alkotas u. 53. MOM
Park "F" Ep.,
Hungary
VYHrapus Pfizer KFT, Sortis 20mg OuiMupanu ITepopanno
1123 Budapest, TaOIeTKH MIPUIIOKEHUE
Alkotas u. 53. MOM
Park "F" Ep.,
Hungary
VYHrapus Pfizer KFT, Sortis 40mg duiMupanu ITepopanno
1123 Budapest, TalNeTKH MIPUIIOKEHUE
Alkotas u. 53. MOM
Park "F" Ep.,
Hungary
VYHrapus Pfizer KFT, Sortis 80mg duiMupanu ITepopanno
1123 Budapest, TalNeTKH MIPUIIOKEHUE
Alkotas u. 53. MOM
Park "F" Ep.,
Hungary
VYHrapus C.P. Pharma Obradon 10mg duimMupanu ITepopanno
Gyogyszerkereskedel TabNIeTKH MIPHUIJIOKCHUE
mi Kft.
2040 Budadrs
Vasttu. 11.
Hungary
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CrpaHa-4ieHKa Ilpurexkarea Ha Tbproecko ume KoanuectBo |JlekapcTBeHa II'LT Ha BhBEXKAAHE
EC/EMII DPa3pelIeHneTo 3a Hme Ha dopma
ynorpeba AKTHBHOTO
BCIECTBO B
1030Ba
eqnHunAa, 8%,
3a 1ajieH obem
HJIN Maca
VYHrapus C.P. Pharma Obradon 20mg OuimMupanu ITepopanno
Gyogyszerkereskedel TabNIeTKH MIPHUJIOKCHUE
mi Kft.
2040 Budadrs
Vasttu. 11.
Hungary
VYHrapus C.P. Pharma Obradon 40mg duiMupanu ITepopanno
Gyogyszerkereskedel TabIeTKH MIPHUIIOKCHUE
mi Kft.
2040 Budadrs
Vasttu. 11.
Hungary
VYHrapus C.P. Pharma Obradon 80mg duiMupanu ITepopanno
Gyogyszerkereskedel TabNIeTKH MIPHUIJIOKCHUE
mi Kft.
2040 Budadrs
Vasttu. 11.
Hungary
Ucnanpus Pfizer ApS, Zarator 10mg dunmupaHu ITepopanno
Lautrupvang 8, 2750 TalNeTKH MIPUIIOKEHUE
Ballerup, Denmark
Ucnanpus Pfizer ApS, Zarator 20mg Ounmupanu ITepopanno
Lautrupvang 8, 2750 TalNeTKH MIPUIIOKEHUE
Ballerup, Denmark
Ucnannus Pfizer ApS, Zarator 40mg duiMupanu ITepopanno
Lautrupvang 8, 2750 TalNeTKH MIPUIIOKEHUE

Ballerup, Denmark
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CrpaHa-4ieHKa Ilpurexkarea Ha Toproecko ume (KoamuectBo |JlekapcTBeHa II'LT Ha BhBEXKAAHE
EC/EMII DPa3pelIeHneTo 3a Hme Ha dopma
ynorpeba AKTHBHOTO
BCIECTBO B
1030Ba
eqnHunAa, 8%,
3a 1ajieH obem
HJIN Maca
Ucnannus Pfizer ApS, Zarator 80mg OuiMupanu ITepopanno
Lautrupvang 8, 2750 TaONeTKH MIPUIIOKEHUE
Ballerup, Denmark
Wpnannus Pfizer Ireland Lipitor 10mg dunmupanu ITepopanno
Pharmaceuticals, TabNIeTKH TIPUIIOKEHUE
Pottery Road, Dun
Laoghaire, Co Dublin
Ireland
Wpnannus Pfizer Ireland Lipitor 20mg Ounmupanu ITepopanno
Pharmaceuticals, TabNIeTKH TIPUIIOKEHUE
Pottery Road, Dun
Laoghaire, Co Dublin
Ireland
Wpnannus Pfizer Ireland Lipitor 40mg Ounmupanu ITepopanno
Pharmaceuticals, TabNIeTKH MIPUIIOKEHUE
Pottery Road, Dun
Laoghaire, Co Dublin
Ireland
Wpnannus Pfizer Ireland Lipitor 80mg Ounmupanu ITepopanno
Pharmaceuticals, TabIeTKH TIPUIIOKEHUE
Pottery Road, Dun
Laoghaire, Co Dublin
Ireland
Uranus Pfizer Italia S.r.L. Xarator 10mg duiMupanu ITepopanno
Via Isonzo, 71 TabIeTKH MIPUIIOKEHUE

04100 Latina - Italy
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CrpaHa-4jieHKa IIputesxares Ha THProBeko nme KoaunvectBo |JlekapcTBeHa II'LT Ha BhBEXKAAHE
EC/EMII DPa3pelIeHneTo 3a Hme Ha dopma
ynorpeba AKTHMBHOTO
BCIECTBO B
1030Ba
eannuua, B%,
3a 1ajieH obem
HJIN Maca
Uranus Pfizer Italia S.r.l. Via |Xarator 20mg dunmupanu ITepopanno
Isonzo, 71 TabNIeTKH TIPUJIOKEHUE
04100 Latina - Italy
Uranus Pfizer Italia S.r.L. Xarator 40mg OuiMupanu ITepopanno
Via Isonzo, 71 TabNIeTKH TIPUIIOKEHUE
04100 Latina - Italy
Uranus Pfizer Italia S.r.L. Xarator 80mg OuimMupanu ITepopanno
Via Isonzo, 71 TabIeTKH MIPUIIOKEHUE
04100 Latina - Italy
Uranus Bioindustria Lipitor 10mg OuiMupanu ITepopanno
Farmaceutici S.r.1 TabNIeTKH TIPUIIOKEHUE
Via Isonzo, 71
04100 Latina - Italy
Uranus Bioindustria Lipitor 20mg duiMupanu ITepopanno
Farmaceutici S.r.1. TabIeTKH MIPUIIOKEHUE
Via Isonzo, 71
04100 Latina - Italy
Uranus Bioindustria Lipitor 40mg duiMupanu ITepopanno
Farmaceutici S.r.1. TabNIeTKH MIPUIIOKEHUE
Via Isonzo, 71
04100 Latina - Italy
Uranus Bioindustria Lipitor 80mg duiMupanu ITepopanno
Farmaceutici S.r.1. TabNIeTKH TIPUIIOKEHUE
Via Isonzo, 71
04100 Latina - Italy
Uranus Pfizer Italia S.r.L. Torvast 10mg duiMupanu ITepopanno
Via Isonzo, 71 TabIeTKH MIPUIIOKEHUE

04100 Latina - Italy
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CrpaHa-4ieHKa Ilpurexkarea Ha Toproecko ume (KoamuectBo |JlekapcTBeHa II'LT Ha BhBEXKAAHE
EC/EMII DPa3pelIeHneTo 3a Hme Ha dopma
ynorpeba AKTHBHOTO
BEIICCTBO B
4o030Ba
eqnHunAa, 8%,
3a 1ajieH obem
HJIH Maca
Uranus Pfizer Italia S.r.1. Torvast 20mg dunmupanu ITepopanno
Via Isonzo, 71 TaONeTKH MIPUIIOKEHUE
04100 Latina - Italy
Uranus Pfizer Italia S.r.1. Torvast 40mg dunmupanu ITepopanno
Via Isonzo, 71 TaONeTKH MIPUIIOKEHUE
04100 Latina - Italy
Uranus Pfizer Italia S.r.1. Torvast 80mg dunmupanu ITepopanno
Via Isonzo, 71 TaOIeTKH MIPUIIOKEHUE
04100 Latina - Italy
Uranus Laboratori Guidotti | Totalip 10mg Ounmupanu ITepopanno
S.p.A. TalNeTKH MIPUIIOKEHUE
Via Livornese, 897 -
La Vettola
56010 Pisa - Italy
Uranus Laboratori Guidotti | Totalip 20mg Ounmupanu ITepopanno
S.p.A. TalNeTKH MIPUIIOKEHUE
Via Livornese, 897 -
La Vettola
56010 Pisa - Italy
Uranus Laboratori Guidotti | Totalip 40mg Ounmupanu ITepopanno
S.p.A. TalNeTKH MIPUIIOKEHUE
Via Livornese, 897 -
La Vettola
56010 Pisa - Italy
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CrpaHa-4ieHKa Ilpurexkarea Ha Toproecko ume (KoamuectBo |JlekapcTBeHa II'LT Ha BhBEXKAAHE
EC/EMII DPa3pelIeHneTo 3a Hme Ha dopma
ynorpeba AKTHBHOTO
BEILIECTBO B
1030Ba
eqnHunAa, 8%,
3a 1ajieH obem
HJIH Maca
Uranus Laboratori Guidotti | Totalip 80mg dunmupanu ITepopanno
S.p.A. TaONeTKH MIPUIIOKEHUE
Via Livornese, 897 -
La Vettola
56010 Pisa - Italy
JlaTBus Pfizer Limited, Sortis 10mg OuiMupanu ITepopanno
Ramsgate Road, TaOIeTKH MIPUIIOKEHUE
Sandwich, Kent CT13
9NJ, United Kingdom
JlaTBus Pfizer Limited, Sortis 20mg duiMupanu ITepopanno
Ramsgate Road, TalNeTKH MIPUIIOKEHUE
Sandwich, Kent CT13
9NJ, United Kingdom
JlaTBus Pfizer Limited, Sortis 40mg duiMupanu ITepopanno
Ramsgate Road, TalNeTKH MIPUIIOKEHUE
Sandwich, Kent CT13
9NJ, United Kingdom
JlaTBus Pfizer Limited, Sortis 80mg OuimMupanu ITepopanno
Ramsgate Road, TaONeTKH MIPUIIOKEHUE
Sandwich, Kent CT 13
9NJ, United Kingdom
JlutBa Pfizer Limited, Sortis 10mg duiMupanu ITepopanno
Ramsgate Road, TaONeTKH MIPUIIOKEHUE

Sandwich, Kent, CT13
9NJ, United Kingdom
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CrpaHa-4ieHKa Ilpurexkarea Ha Toproecko ume (KoamuectBo |JlekapcTBeHa II'LT Ha BhBEXKAAHE
EC/EMII DPa3pelIeHneTo 3a Hme Ha dopma
ynorpeba AKTHBHOTO
BEIICCTBO B
4o030Ba
eqnHunAa, 8%,
3a 1ajieH obem
HJIH Maca
JlutBa Pfizer Limited, Sortis 20mg OuiMupanu ITepopanno
Ramsgate Road, TaONeTKH MIPUIIOKEHUE
Sandwich, Kent, CT13
9NJ, United Kingdom
JlutBa Pfizer Limited, Sortis 40mg OuiMupanu ITepopanno
Ramsgate Road, TaONeTKH MIPUIIOKEHUE
Sandwich, Kent, CT13
9NJ, United Kingdom
JlutBa Pfizer Limited, Sortis 80mg duiMupanu ITepopanno
Ramsgate Road, TalNeTKH MIPUIIOKEHUE
Sandwich, Kent, CT13
9NJ, United Kingdom
JIrokcemOypr Pfizer SA Lipitor 10mg dunmupanu ITepopanno
Boulevard de la Plaine TaONeTKH MIPUIIOKEHUE
17
B-1050 Brussels,
Belgium
JIrokcemOypr Pfizer SA Lipitor 20mg dunmupanu ITepopanno
Boulevard de la Plaine TaONeTKH MIPUIIOKEHUE
17
B-1050 Brussels,
Belgium
JIrokcemOypr Pfizer SA Lipitor 40mg dunmupanu ITepopanno
Boulevard de la Plaine TaOIeTKH MIPUIIOKEHUE
17
B-1050 Brussels,
Belgium
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CrpaHa-4ieHKa Ilpurexkarea Ha Tbproecko ume KoanuectBo |JlekapcTBeHa II'LT Ha BhBEXKAAHE
EC/EMII DPa3pelIeHneTo 3a Hme Ha dopma
ynorpeba AKTHBHOTO
BEILIECTBO B
1030Ba
eqnHunAa, 8%,
3a 1ajieH obem
HJIN Maca
JIrokcemOypr Pfizer SA Lipitor 80mg dunmupanu ITepopanno
Boulevard de la Plaine TabNIeTKH TIPUIIOKEHUE
17
B-1050 Brussels,
Belgium
Manra Pfizer Hellas S.A. Lipitor 10mg OuiMupanu ITepopanno
243, Messoghion TaOIeTKH MIPUIIOKEHUE
Ave.,
154 51 Neo Psychiko,
Athens, Greece
Manra Pfizer Hellas S.A. Lipitor 20mg duiMupanu ITepopanno
243, Messoghion TalNeTKH MIPUIIOKEHUE
Ave.,
154 51 Neo Psychiko,
Athens, Greece
Manra Pfizer Hellas S.A. Lipitor 40mg duiMupanu ITepopanno
243, Messoghion TalNeTKH MIPUIIOKEHUE
Ave.,
154 51 Neo Psychiko,
Athens, Greece
Manra Pfizer Hellas S.A. Lipitor 80mg OuimMupanu ITepopanno
243, Messoghion TaONeTKH MIPUIIOKEHUE

Ave.,
154 51 Neo Psychiko,
Athens, Greece
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CrpaHa-4ieHKa Ilpurexkarea Ha Tbproecko ume KoanuectBo |JlekapcTBeHa II'LT Ha BhBEXKAAHE
EC/EMII DPa3pelIeHneTo 3a Hme Ha dopma
ynorpeba AKTHBHOTO
BEILIECTBO B
1030Ba
eqnHunAa, 8%,
3a 1ajieH obem
HJIN Maca
Xonanaus Pfizer bv Lipitor 10mg dunmupanu ITepopanno
Rivium Westlaan 142 TabNIeTKH TIPUIIOKEHUE
2909 LD Capelle a/d
[Jssel
The Netherlands
Xonanaus Pfizer bv Lipitor 20mg OuiMupanu ITepopanno
Rivium Westlaan 142 TabIeTKH TIPUIIOKEHUE
2909 LD Capelle a/d
[Jssel
The Netherlands
Xonanaus Pfizer bv Lipitor 40mg duiMupanu ITepopanno
Rivium Westlaan 142 TabNIeTKH MIPUIIOKEHUE
2909 LD Capelle a/d
[Jssel
The Netherlands
Xonanaus Pfizer bv Lipitor 80mg duiMupanu ITepopanno
Rivium Westlaan 142 TabIeTKH MIPUIIOKEHUE
2909 LD Capelle a/d
[Jssel
The Netherlands
Hopserus Pfizer AS Lipitor 10mg dunmupanu ITepopanno
Pb. 3 TaONeTKH MIPUIIOKEHUE
1324 Lysaker
Norway
Hopserus Pfizer AS Lipitor 20mg dunmupanu ITepopanno
Pb. 3 TaONeTKH MIPUIIOKEHUE
1324 Lysaker
Norway

21




CrpaHa-4ieHKa Ilpurexkarea Ha Toproecko ume (KoamuectBo |JlekapcTBeHa II'LT Ha BhBEXKAAHE
EC/EMII DPa3pelIeHneTo 3a Hme Ha dopma
ynorpeba AKTHBHOTO
BCIECTBO B
1030Ba
eqnHunAa, 8%,
3a 1ajieH obem
HJIH Maca
Hopserus Pfizer AS Lipitor 40mg dunmupanu ITepopanno
Pb. 3 TaONeTKH MIPUIIOKEHUE
1324 Lysaker
Norway
Hopserus Pfizer AS Lipitor 80mg dunmupanu ITepopanno
Pb. 3 TaONeTKH MIPUIIOKEHUE
1324 Lysaker
Norway
ITomma Parke-Davis GmbH, |Sortis 10 10mg duiMupanu ITepopanno
Pfizerstrasse 1, TalNeTKH TIPUIIOKEHUE
76 139 Karlsruhe,
Germany
ITomma Parke-Davis GmbH, |Sortis 20 20mg OuimMupanu ITepopanno
Pfizerstrasse 1, TaONeTKH TIPUIIOKEHUE
76 139 Karlsruhe,
Germany
ITomma Parke-Davis GmbH, |Sortis 40 40mg duiMupanu ITepopanno
Pfizerstrasse 1, TalNeTKH TIPUIIOKEHUE
76 139 Karlsruhe,
Germany
ITomma Pfizer Polska Sp.z 0.0. [Sortis 80 80 mg duiMupanu ITepopanno
ul. Rzymowskiego 28 TalNeTKH MIPUIIOKEHUE
02-697 Warszawa
Poland
Ioptyranus Laboratorios Pfizer, |Zarator 10mg Ounmupanu ITepopanno
Lda., Lagoas Park, TabJIETKU MIPUIIOKEHUE

Edificio 10, 2740-271
Porto Salvo, Portugal

22




CrpaHa-4ieHKa Ilpurexkarea Ha Toproecko ume (KoamuectBo |JlekapcTBeHa II'LT Ha BhBEXKAAHE
EC/EMII DPa3pelIeHneTo 3a Hme Ha dopma
ynorpeba AKTHBHOTO
BCIIECTBO B
1030Ba
eqnHunAa, 8%,
3a 1ajieH obem
HJIH Maca
Ioptyranus Laboratorios Pfizer, |Zarator 20mg dunmupanu ITepopanno
Lda., Lagoas Park, TabJIeTKH TIPUIIOKEHUE
Edificio 10, 2740-271
Porto Salvo, Portugal
Ioptyranus Laboratorios Pfizer, |Zarator 40mg dunmupanu ITepopanno
Lda., Lagoas Park, TabJIeTKH TIPUIIOKEHUE
Edificio 10, 2740-271
Porto Salvo, Portugal
Ioptyranus Laboratorios Pfizer, |Zarator 80 mg Ounmupanu ITepopanno
Lda., Lagoas Park, TabJIETKU TIPUIIOKEHUE
Edificio 10, 2740-271
Porto Salvo, Portugal
Ioptyranus Parke-Davis - Atorvastatina Parke-|10mg DunmupaHu ITepopanno
Produtos Davis TaOIeTKH MIPUIIOKEHUE
Farmaceuticos, Lda.,
Lagoas Park, Edificio
10, 2740-271 Porto
Salvo, Portugal
Ioptyranus Parke-Davis - Atorvastatina Parke-|20mg DunmupaHu ITepopanno
Produtos Davis TabNIeTKH MPUIIOKEHUE

Farmaceuticos, Lda.,
Lagoas Park, Edificio
10, 2740-271 Porto
Salvo, Portugal
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CrpaHa-4ieHKa Ilpurexkarea Ha Toproecko ume (KoamuectBo |JlekapcTBeHa II'LT Ha BhBEXKAAHE
EC/EMII DPa3pelIeHneTo 3a Hme Ha dopma
ynorpeba AKTHBHOTO
BCIIECTBO B
1030Ba
eqnHunAa, 8%,
3a 1ajieH obem
HJIH Maca
Ioptyranus Parke-Davis - Atorvastatina Parke-|40mg dunmupaHu ITepopanno
Produtos Davis TalNeTKH MIPUIIOKEHUE
Farmaceuticos, Lda.,
Lagoas Park, Edificio
10, 2740-271 Porto
Salvo, Portugal
Ioptyranus Parke-Davis - Atorvastatina Parke-|80 mg dunmupaHu ITepopanno
Produtos Davis TaONeTKH MIPUIIOKEHUE
Farmaceuticos, Lda.,
Lagoas Park, Edificio
10, 2740-271 Porto
Salvo, Portugal
Ioptyranus Farmogene - Produtos |Texzor 10mg Ounmupanu ITepopanno
Farmacéuticos, Lda, TabJIETKU TIPUIIOKEHUE
Lagoas Park, Edificio
10, 2740-271 Porto
Salvo, Portugal
Ioptyranus Farmogene - Produtos |Texzor 20mg Ounmupanu ITepopanno
Farmacéuticos, Lda, TabJIETKU MIPUIIOKEHUE
Lagoas Park, Edificio
10, 2740-271 Porto
Salvo, Portugal
Ioptyranus Farmogene - Produtos |Texzor 40mg dunmupanu ITepopanno
Farmacéuticos, Lda, TabJIeTKU TIPUIIOKEHUE

Lagoas Park, Edificio
10, 2740-271 Porto
Salvo, Portugal
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CrpaHa-4ieHKa Ilpurexkarea Ha Toproecko ume (KoamuectBo |JlekapcTBeHa II'LT Ha BhBEXKAAHE
EC/EMII DPa3pelIeHneTo 3a Hme Ha dopma
ynorpeba AKTHBHOTO
BCIIECTBO B
J030Ba
eqnHunAa, 8%,
3a 1ajieH obem
WIN Maca
Ioptyranus Farmogene - Produtos |Texzor 80 mg dunmupanu ITepopanno
Farmacéuticos, Lda., TabJIETKH TIPUIIOKEHUE
Lagoas Park, Edificio
10, 2740-271 Porto
Salvo, Portugal
PymbHus Pfizer Europe MA Sortis 10mg dunmupanu ITepopanno
EEIG, Ramsgate TaOIeTKH NIPUIIOKECHUE
Road,
Sandwich,
Kent, CT13 9NJ,
United Kingdom
PymbHus Pfizer Europe MA Sortis 20mg dunmupaHu ITepopanno
EEIG, Ramsgate TaONeTKH NIPUIIOKECHUE
Road,
Sandwich,
Kent, CT13 9NJ,
United Kingdom
PymbHus Pfizer Europe MA Sortis 40mg Ounmupanu ITepopanno
EEIG, Ramsgate TalNeTKH NIPUIIOKECHUE

Road,

Sandwich,

Kent, CT13 9NJ,
United Kingdom
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CrpaHa-4ieHKa Ilpurexkarea Ha Toproecko ume (KoamuectBo |JlekapcTBeHa II'LT Ha BhBEXKAAHE
EC/EMII DPa3pelIeHneTo 3a Hme Ha dopma
ynorpeba AKTHBHOTO
BCIIECTBO B
403082
eqnHunAa, 8%,
3a 1ajieH obem
WIN Maca
PymbHus Pfizer Europe MA Sortis 80 mg dunmupanu ITepopanno
EEIG, Ramsgate TaONeTKH NIPUIIOKECHUE
Road,
Sandwich,
Kent, CT13 9NJ,
United Kingdom
CroBarka Pfizer Europe MA Sortis 10mg Ounmupanu ITepopanno
permyOiuka EEIG, Ramsgate TaONeTKH NIPUIIOKECHUE
Road,
Sandwich,
Kent, CT13 9NJ,
United Kingdom
CroBarka Pfizer Europe MA Sortis 20mg dunmupanu ITepopanno
permyOnuka EEIG, Ramsgate TalNeTKH NIPUIIOKECHUE
Road,
Sandwich,
Kent, CT13 9NJ,
United Kingdom
CroBarka Pfizer Europe MA Sortis 40mg dunmupaHu ITepopanno
permyOiuka EEIG, Ramsgate TaONeTKH NIPUIIOKECHUE

Road,

Sandwich,

Kent, CT13 9NJ,
United Kingdom
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CrpaHa-4ieHKa Ilpurexkarea Ha Toproecko ume (KoamuectBo |JlekapcTBeHa II'LT Ha BhBEXKAAHE
EC/EMII DPa3pelIeHneTo 3a Hme Ha dopma
ynorpeba AKTHBHOTO
BCIIECTBO B
403082
eqnHunAa, 8%,
3a 1ajieH obem
HJIH Maca
CroBarka Pfizer Europe MA Sortis 80 mg dunmupanu ITepopanno
pemyOiuka EEIG, Ramsgate TaONeTKH NIPUIIOKECHUE
Road,
Sandwich,
Kent, CT13 9NJ,
United Kingdom
CrnoBeHust Pfizer Luxembourg Sortis 10 mg 10mg dunmupaHu ITepopanno
SARL, 51, Avenue J. |filmsko oblozene TabIeTKU MIPHUIIOKCHUE
F. Kennedy, L-1855 |tablete
Luxembourg,
Luxembourg
CrnoBeHust Pfizer Luxembourg Sortis 20 mg 20mg dunmupaHu ITepopanno
SARL, 51, Avenue J. |filmsko oblozene TabIeTKU MIPHUIIOKCHUE
F. Kennedy, L-1855 |tablete
Luxembourg,
Luxembourg
CrnoBeHust Pfizer Luxembourg Sortis 40 mg 40mg dunmupaHu ITepopanno
SARL, 51, Avenue J. |filmsko oblozene TabJIeTKU MPHUIIOKCHUE
F. Kennedy, L-1855 |tablete
Luxembourg,
Luxembourg
CrnoBeHust Pfizer Luxembourg Sortis 80 mg 80 mg dunmupaHu ITepopanno
SARL, 51, Avenue J. |filmsko oblozene TabIeTKU MPHUIIOKCHUE

F. Kennedy, L-1855
Luxembourg,
Luxembourg

tablete

27




CrpaHa-4ieHKa Ilpurexkarea Ha Toproecko ume (KoamuectBo |JlekapcTBeHa II'LT Ha BhBEXKAAHE
EC/EMII DPa3pelIeHneTo 3a Hme Ha dopma
ynorpeba AKTHBHOTO
BCIIECTBO B
1030Ba
eqnHunAa, 8%,
3a 1ajieH obem
HJIH Maca
HUcnanus Parke Davis. S.L. Zarator 10mg dunmupanu ITepopanno
Avda. de Europa 20B TaONeTKH MIPUIIOKEHUE
Parque Empresarial la
Moraleja
28108 Alcobendas,
(Madrid)
Spain
Ucnanus Parke Davis. S.L. Zarator 20mg OuiMupanu ITepopanno
Avda. de Europa 20B TalNeTKH MIPUIIOKEHUE
Parque Empresarial la
Moraleja
28108 Alcobendas,
(Madrid)
Spain
Ucnanus Parke Davis. S.L. Zarator 40mg duiMupanu ITepopanno
Avda. de Europa 20B TaONeTKH MIPUIIOKEHUE
Parque Empresarial la
Moraleja
28108 Alcobendas,
(Madrid)
Spain
Ucnanus Parke Davis. S.L. Zarator 80 mg OuiMupanu ITepopanno
Avda. de Europa 20B TaONeTKH MIPUIIOKEHUE

Parque Empresarial la
Moraleja

28108 Alcobendas,
(Madrid)

Spain
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CrpaHa-4ieHKa Ilpurexkarea Ha Toproecko ume (KoamuectBo |JlekapcTBeHa II'LT Ha BhBEXKAAHE
EC/EMII DPa3pelIeHneTo 3a Hme Ha dopma
ynorpeba AKTHBHOTO
BEIICCTBO B
1030Ba
eqnHunAa, 8%,
3a 1ajieH obem
HJIH Maca
Ucnanus Pfizer, S.A. Cardyl 10mg OuimMupanu ITepopanno
Avda. de Europa 20B TaONeTKH MIPUIIOKEHUE
Parque Empresarial la
Moraleja
28108 Alcobendas,
(Madrid)
Spain
Ucnanus Pfizer, S.A. Cardyl 20mg OuiMupanu ITepopanno
Avda. de Europa 20B TalNeTKH MIPUIIOKEHUE
Parque Empresarial la
Moraleja
28108 Alcobendas,
(Madrid)
Spain
Ucnanus Pfizer, S.A. Cardyl 40mg duiMupanu ITepopanno
Avda. de Europa 20B TaONeTKH MIPUIIOKEHUE
Parque Empresarial la
Moraleja
28108 Alcobendas,
(Madrid)
Spain
Ucnanus Pfizer, S.A. Cardyl 80 mg OuiMupanu ITepopanno
Avda. de Europa 20B TaONeTKH MIPUIIOKEHUE

Parque Empresarial la
Moraleja

28108 Alcobendas,
(Madrid)

Spain
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CrpaHa-4jieHKa
EC/EHNII

IIputesxares Ha

THProBcko MMe

pa3penieHneTo 3a
ynorpeoa

Hme

Ha

a030Ba

Hcnanus

Nostrum Farma, S.A.,
Avda. de Europa 20B
Parque Empresarial la
Moraleja

28108 Alcobendas,
(Madrid)

Spain

Atorvastatina
Nostrum

10mg

KoanuecTBo

AKTHBHOTO
BCIICCTBO B

eannuua, B%,

3a JajJeH 00eM
HJIN Maca

JlekapcTBeHAa
¢dopma

II'bT Ha BBBekK/IAHE

OuiMupanu
TalNeTKH

ITepopanno
MIPUIIOKEHUE

Wcnanus

Nostrum Farma, S.A.,
Avda. de Europa 20B
Parque Empresarial la
Moraleja

28108 Alcobendas,
(Madrid)

Spain

Atorvastatina
Nostrum

20mg

OuiMupanu
TalIeTKH

ITepopanno
MIPUIIOKEHUE

Wcnanus

Nostrum Farma, S.A.,
Avda. de Europa 20B
Parque Empresarial la
Moraleja

28108 Alcobendas,
(Madrid)

Spain

Atorvastatina
Nostrum

40mg

duiMupanu
TaOIeTKH

ITepopanno
MIPUIIOKEHUE

Wcnanus

Nostrum Farma, S.A.,
Avda. de Europa 20B
Parque Empresarial la
Moraleja

28108 Alcobendas,
(Madrid)

Spain

Atorvastatina
Nostrum

80 mg

OuiMupanu
TalNeTKH

ITepopanno
MIPUIIOKEHUE
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CrpaHa-4ieHKa Ilpurexkarea Ha Toproecko ume (KoamuectBo |JlekapcTBeHa II'LT Ha BhBEXKAAHE
EC/EMII DPa3pelIeHneTo 3a Hme Ha dopma
ynorpeba AKTHBHOTO
BCIIECTBO B
403082
eqnHunAa, 8%,
3a 1ajieH obem
HJIH Maca
HUcnanus PHARMACIA Atorvastatina 10mg dunmupaHu ITepopanno
GRUPO PFIZER, S.L.|Pharmacia TalNeTKH MIPUIIOKEHUE
Avda. de Europa 20B
Parque Empresarial la
Moraleja
28108 Alcobendas,
(Madrid)
Spain
HUcnanus PHARMACIA Atorvastatina 20mg dunmupaHu ITepopanno
GRUPO PFIZER, S.L.|Pharmacia TalIeTKH MIPUIIOKEHUE
.Avda. de Europa 20B
Parque Empresarial la
Moraleja
28108 Alcobendas,
(Madrid)
Spain
HUcnanus PHARMACIA Atorvastatina 40mg dunmupaHu ITepopanno
GRUPO PFIZER, S.L.|Pharmacia TalIeTKH MIPUIIOKEHUE

Avda. de Europa 20B
Parque Empresarial la
Moraleja

28108 Alcobendas,
(Madrid)

Spain
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CrpaHa-4jieHKa Ilpurexkarea Ha Tbproecko ume KoanuectBo |JlekapcTBeHa II'LT Ha BhBEXKAAHE
EC/EMII DPa3pelIeHneTo 3a Hme Ha dopma
ynorpeba AKTHBHOTO
BCIECTBO B
1030Ba
eqnHunAa, 8%,
3a 1ajieH obem
HJIN Maca
HUcnanus PHARMACIA Atorvastatina 80 mg dunmupaHu ITepopanno
GRUPO PFIZER, S.L.|Pharmacia TalNeTKH MIPUIIOKEHUE
Avda. de Europa 20B
Parque Empresarial la
Moraleja
28108 Alcobendas,
(Madrid)
Spain
Ucnanus Almirall S.A. Prevencor 10mg duiMupanu ITepopanno
General Mitre, 151 TabIeTKH MIPUIIOKEHUE
08022 - Barcelona
Spain
Ucnanus Almirall S.A. Prevencor 20mg duiMupanu ITepopanno
General Mitre, 151 TabNIeTKH TIPUIIOKEHUE
08022 - Barcelona
Spain
Ucnanus Almirall S.A. Prevencor 40mg duiMupanu ITepopanno
General Mitre, 151 TabNIeTKH TIPUIIOKEHUE
08022 - Barcelona
Spain
Ucnanus Almirall S.A. Prevencor 80 mg OuimMupanu ITepopanno
General Mitre, 151 TabIeTKH MIPUIIOKEHUE
08022 - Barcelona
Spain
[Berus Pfizer AB Lipitor 10mg dunmupaHu ITepopanno
191 90 Sollentuna TabNIeTKH MIPUIIOKEHUE

Sweden
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CrpaHa-4ieHKa Ilpurexkarea Ha Toproecko ume (KoamuectBo |JlekapcTBeHa II'LT Ha BhBEXKAAHE
EC/EMII DPa3pelIeHneTo 3a Hme Ha dopma
ynorpeba AKTHBHOTO
BEILIECTBO B
1030Ba
eqnHunAa, 8%,
3a 1ajieH obem
HJIH Maca
[Berus Pfizer AB Lipitor 20mg OunmupaHu ITepopanno
191 90 Sollentuna TabNIeTKH TIPUIIOKEHUE
Sweden
[Berus Pfizer AB Lipitor 40mg OunmupaHu ITepopanno
191 90 Sollentuna TabNIeTKH TIPUIIOKEHUE
Sweden
[Beuus Pfizer AB Lipitor 80 mg duimMupanu ITepopanno
191 90 Sollentuna TabIeTKH MIPUIIOKEHUE
Sweden
BennkoOpuTanus Pfizer Ireland Lipitor 10mg Ounmupanu ITepopanno
Pharmaceuticals, TabNIeTKH TIPUIIOKEHUE
Pottery Road, Dun
Laoghaire, Co Dublin
Ireland
BennkoOpuTanus Pfizer Ireland Lipitor 20mg Ounmupanu ITepopanno
Pharmaceuticals, TabNIeTKH TIPUIIOKEHUE
Pottery Road, Dun
Laoghaire, Co Dublin
Ireland
BennkoOpuTanus Pfizer Ireland Lipitor 40mg Ounmupanu ITepopanno
Pharmaceuticals, TabNIeTKH TIPUIIOKEHUE

Pottery Road, Dun

Laoghaire, Co Dublin

Ireland
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CrpaHa-4ieHKa Ilpurexkarea Ha Toproecko ume (KoamuectBo |JlekapcTBeHa II'LT Ha BhBEXKAAHE
EC/EMII DPa3pelIeHneTo 3a Hme Ha dopma
ynorpeba AKTHBHOTO
BEIICCTBO B
4o030Ba
eqnHunAa, 8%,
3a 1ajieH obem
HJIH Maca
BennkoOpuTanus Pfizer Ireland Lipitor 80 mg dunmupanu ITepopanno
Pharmaceuticals, TaONeTKH MIPUIIOKEHUE

Pottery Road, Dun
Laoghaire, Co Dublin
Ireland
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NNPUJIOKEHUE 11

INPOMEHMU B KPATKATA XAPAKTEPUCTUKA HA ITIPOAYKTA, OITAKOBKATA U
JIMCTOBKATA

Te3n npomenn B KXII, onakoBkaTa M JIHCTOBKATA ca BAJIM/AHYU 110 BpeMe HA pellleHHeTo Ha
KOMHCHUSATA.

Cien pemieHHeTo HA KOMHCHATA KoMIeTeHTHHTE BJIACTH HA CTPAHUTE-YIEHKH 11e
AKTyaJIu3upaT NPOAYKTOBATAa HHPOPMALHUS, KAKTO e H3UCKBA
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INPOMEHMU, KOUTO HIE BBJIAT BKJIIOYEHU B CbOTBETHUTE TOYKH HA
KPATKATA XAPAKTEPUCTHUKA HA ITIPOAYKTA
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1. HNME HA JIEKAPCTBEHUSA NIPOAYKT

[Bux IIpunoxenue | - 1a ce mOmbJIHU CHITIACHO HAITMOHATHUTE U3UCKBAHUA |
Sortis 10 mg ¢punmupanu TabneTku

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

{KakTo e 0J00peHO OHACTOSILEM | .

3. JIEKAPCTBEHA ®OPMA
{KakTo e 0J00peHO TOHACTOSILIEM | .

4. KJIMHUYHU JAHHHU
4.1 TepaneBTHYHH MOKA3AHMA

XHUIEPXOJIECTEPOIEMUS

Sortis e moka3aH KaTo JOMbIHEHUE KbM AMETaTa 32 HaMalsABaHe Ha TOBUIIEHHUTE 001 xonectepon, LDL-
XO0JIECTEPOJI, allOJUIONPOTENH B U TpUIIIMIIepUAN TP HaHHSHEH Bb3PACTHH, MOAPACTBALIHM U Aela Haj
10-rogumna Bb3pacT ¢ IbPBUYHA XUIIEPXOJIECTEPOIEMHUS, BKIIOUUTEITHO (haMHUITHA XUTIEPXOIECTEPOTIEMUS
(XeTepo3uroTeH BapuaHT) WM KOMOMHUpaHa (cMeceHa) XxurepaunuaeMus (otrosapsmia Ha tun [la u IIb ot
knacuukanusara Ha Fredrickson), korato eekThT Ha AueTaTa M APyruTe HEPapMaKOIOTHIHH CPEACTBA €
HEeIOCTAaThYEH.

Sortis e moka3aH chILO U 32 MOHWXKaBaHe Ha 00mmus xonectepor 1 LDL-C npu matser s Bb3PACTHH C
XOMO3HTIOTHa (DaMUIIHA XUIIEPXOJIECTEPOJIEMHSI KaTO JOMbIHEHNE KbM APYTUTE METOIU 32 MOHMKAaBaHE Ha

nunuante (Hanpumep adepesa Ha LDL) unu B cirydaute, KOraTo Te3u METOJIU ca HEJOCTHITHH.

HDO(bHHaKTHKa Ha CbpACYHO-CHJI0BO 3a00JIIBaHE

[IpodunakTuka Ha CHPAEYHO-CHIOBH HHIUACHTH IIPH NALMEHTH, IPH KOUTO € MPELEHEHO, Y€ UMaT BHCOK
PHCK 3a IBPBO CHPACYHO-CHAOBO CHOUTHE (BXK. TOUKa 5.1) KaTO IOMBIHEHHE KbM KOPEKIHATA HA APYTH
PHUCKOBHU (aKTOPH.

4.2 /lo3upoBKAa M HAYWH HA NPHJIOKEHHE

{KakTo e 000peHO OHACTOSILEM | .

Ilenunarpuyna ynorpeba

Xunepxonecm epoaemusn:

IIpuiiaraneTo Ha JIeKapcTBOTO B NeANATPHUATA TPAOBA Ja ce H3BBPIIBA CAMO OT CIIEHHAJINCT ¢ ONUT B
JIeYeHHeTO HA eTCKaTa XHIIePJIUIHIeMNs, KaTO MAalMeHTHTe TPsi0OBa 1a ObAAT NPeHeHsIBAHN PeJOBHO
10 OTHOLIIEHHE HA HANIPeAbKA HA JIeYeHHUeTo.
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IIpu manuenTH Ha 10 ¥ MOBeYe rOAUHY NMPeNOPbYBAHATA CTAPTOBA 1032 aTopBacTaTHH ¢ 10 mg
JHEBHO ¢ yBejau4asaHe 10 20 mg AHeBHO. YBeJIN4YeHNeTO O TPAOGBAJIO 1A ce H3BBPIIBA CHIVIACHO
WHIMBHAYAJTHHUS OTTOBOP M MOHOCHMMOCT HA NMalieHTHTe B neauaTtpusara. Madopmanusra 3a
0e30MacHOCTTa NPH NPHJIAraHeTO Ha 1034 Hax 20 mg JHeBHO, OTroBapsimy Ha 0.5 mg/Kr npu naumeHTH
B NIe/ANATPHUSATA, € OTPAHHYEHA.

OnuThT B NeqUATPUATA MPHU Aela Mexkay 6- n 10-roanHa BB3pacT e orpaHnveH (Bxk. pazgen 5.1).
aTOPBACTATHH He ce MPenopb4Ba 3a JiedeHHe HA ManueHTH nox 10-roaumHa Bb3pacr.

JApyru gexapcTBeHn (popMH MOKe 1a €a MO-MOAXOASIIN NPH Ta3H MOIYJIAIUs.

4.3 IIporuBomokazaHus

{KakTo € 0J00peHO OHACTOSILIEM | .

4.4. CnenuajaHu npeaynpexIeHHusl U CIIeUATHU NPeANa3HU MEPKH NIPH ynoTpeda

{KakTo e 0J00peHO OHACTOSILIEM | .

IlequaTpuyHa VIIOTpEOA

Bce omie HAMa JaHHY 32 §€30MACHOCTTA HA JIEKAPCTBEHOTO CPEACTBO N0 OTHOIIEHNE HA Pa3BUTHETO
NPH Ta3u nomyJaanus (Bx. pasgena 4.8).

4.5 BszamMmopeiicTBHe C APYTH JeKAPCTBEHH NPOAYKTH M APYru (popMH Ha B3auMoelcTBHE
{KakTo e 0J00peHO TOHACTOSIILIEM | .

IlequaTpuyHa mONMyJIaIusi

I[IpoyuBaHusi BBPXY JIeKapCTBEHHUTE B3AUMO/IEIiCTBHS ca M3BBPIIEHH eIMHCTBEHO NPH Bb3PACTHH (BiK.
pazaen 4.8). CrenenTa Ha B3aUMO/eliCTBHE B lelMaTPUYHATA NONMYJIalUsI He e U3BecTHA. TpsidBa 1e ce
HMAT NpPeABH/I rOpecnioMeHaTUTe B3aMMOIelCTBUS IPH B3PACTHH M Npeaynpe:KIeHnusaTa B pa3aen 4.4
NpH NPUJIOKEHNE B MeAUATPUYHATA MOMYJIALUS.

4.6 bpeMeHHOCT H KbpMeHe

{KakTo e 0J00peHO OHACTOSIILIEM | .

4.7 EdexTn BBpXy crioco0HOCTTA 3a mo¢upaHe 1 padoTa ¢ MAIINHA

{KakTo e 000peHO OHACTOSIIEM | .

4.8 HexeqaHu JeKapcTBEHU peaKIun

{KakTto € 0J00peHO OHACTOSILIEM | .

IlequaTpuyHa MONMyJIALMS

KunauvnaTta 0a3a JaHHH 32 0€30I1aCHOCT BKJIIOYBAT AaHHU 32 0e30NMacHOCTTA NpH 249 manuenTa B
JIeTCKa Bb3pacT, KOMTO €A MOJIYy4YaBaJId aTOPBACTATHH, OT KOUTO 7 MALMEHTH ca OMJIN MO/ 6-roANIIHA
Bb3pacT, 14 manueHTH Ha Bb3PacT MexkAy 6 u 9 rogunm, u 228 nanuenTu ca 6uan 10 n 17 ropunmn.
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Hapyienusi Ha HepBHATa cuCTeMa:
YecTH: riaaBsoodone.

T'acTponMHTECTHHAJIHU HAPYIIECHUS
YecTn: a0poMuHAJIHA 00/1KA.

IIpoyuBanus:
YecTHn: noBuIIaBaHe HA aMUHOTpaHcdepa3aTa, NOBHIIABAHE HA cepyMHaTa KpeaTHHMH(ocPokuHa3a.

Bb3 0cHOBa Ha HAIMYHNTE JAHHHU Ce 0YAKBA YeCTOTaTa, BUABT M TEKeCTTA HA HelKeJIAHUTE PeaKIui
NP BB3PACTHH Aa 0bAAT chuiuTe U NpH Aena. [lonacTosmeM HAMA roJisiM ONMT N0 OTHOIIEHHE HA
0e30acCHOCTTA B IBJTOCPOYeH IJIAH NPH MeIMaTPUYHATA MONYJIAIUS.

4.9 Ilpeno3upane

{KakTo e 0J00peHO OHACTOSILEM | .

5.  ®APMAKOJIOITMYHU CBOMCTBA
5.1 ®apmakoguHAMUYHH CBOMCTBA
{KakTo € 07J00peHO MOHACTOSIIIEM } .

IlequaTpuyHa mONMyJIaALMS

Xemepozuzomna pamunna xunepxoiecmeponemus npu neouampuiHu nayuenmu na evspacm 6-17
200uHU.

IIpoBeneHo e 8-ceTMIYHO OTBOPEHO NMPOYYBaHe 32 OIleHKAa HA (PapMaKOKHHETHKATA,
(papmakonmHaMuKaTa 1 0€30MACHOCTTA HA ATOPBACTATHH NPH JeNa 1 MOAPACTBAIIU ¢ TeHETHIHO
J0Ka3aHAa XeTePO3UI0THA (paMHIIHA XUIIepXoJecTeposeMusi 1 0a30BH cToifHocT Ha LDL>4 mmol/L
IIpoyuBaneTo o0xBama 39 nena u noapacTBalyM Ha Bb3pacT oT 6 10 17 roqunu. Koxopra A BK/I0OYBa
15 nena, Ha BB3pacT 6 — 12 roqunu B nbpBH cTagmii mo Tanner. Koxopra b BriaouBa 24 njena Ha
Bb3pact 10 - 17 roqunn B ctaguii mo Tanner>2.

HauannaTa 1032 aTOpBACTAaTHH B KOX0PTa A e 5 mg fHeBHO Mo (popMaTa Ha TadjeTKa 32 ITbBYeHe U
10 mg nHeBHO B kKoxopTa b. /lafeHa e Bb3MOKHOCT HAYAJIHATA /1032 /1A Ce YIBOM aKO He € JOCTUrHATA
TapretHara croiiHocT 3a LDL-C <3.35 mmol/L Ha 4eTBBpTa ceAMHIIA M AKO ATOPBACTATHHBT Ce
noHacsi 100pe.

Cpennure croitHoctn 3a LDL-C, TC, VLDL-C, n Apo B ca Hamasenu npe3 BTopaTa ceIMULa PH
BCHYKH nanueHTu. [Ipu nanueHTHTE, HA KOUTO /103aTAa € OUJIa YIBOEHA, € ONJI0 HADIHIABAHO
JOIbJHUTEIHO HAMAJIeHHe HA CTOMHOCTHTE HA BTOPATA CeAMHMLA IPU MbPBOTO U3MePBaHe cJie/l
NMOBHUILABAHE HA 103aTa. CpeHATa CTeleH HA MOHMKABAHE HA CTOMHOCTUTE HA JIUNUAHUTE NapaMeTpu
e 0nJia cX0/HA 3a IBeTe KOXOPTHU 0e3 3HAUeHHUe JAJIU NAallHeHTUTe ca OMJIM OCTABEHU HA TAXHATA
IMbPBOHAYAJHA J03MPOBKA WU TA e 0uiia yapoeHa. Ha 8-a cetmuia cpenqHara creneH Ha NpoMsiHA HA
0a3zoBuTte croiinocT Ha LDL-C u TC e 6una npudau3urteano coTBeTHO 40% 1 30%Hnajn odcera Ha
Bb3/elicTBHeE.

Xemepozuzomna pamunna xunepxoiecmeponemus npu neouampuynu nayuenmu na ev3pacm 10-
17 2o0unu.

B nBoitHO-cJIs1M0, TUIAEe00 KOHTPOJINPAHO IPOYYBaHe, OCJeIBAHO OT OTBOpeHa (haza Ha
npoy4sanero, 187 Mmomuera 1 MOMHYeTA cJle/l MbPBAaTa MEHCTPyalusi, Ha Bb3pact 10-17
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roauHu (cpenHo 14,1 ronmHu)c Xerepo3uroTHa gpamuiaHa xunepxoJecreposemust (FH) niam
Te:KKa XHIlepxoJiecTepoJieMusi ¢a OMJIM paHIOMH3UPAaHM Ha aTopBacTaTHH (n=140) nian niaanedo
(n=47) 3a 26 cexmMuIH, cJIel KOCTO BCHYKH MOJTy4aBaT aTOPBACTATHH 32 26 ceiMHUIIHA.
Jo3upoBKaTa Ha ATOPBACTATHH (BeHbK CHeBHO) e 10 mg 3a mbpBHUTe 4 ceMUIM U
nocJeABaIo yseanyasane 10 20 mg B cay4dait ye LDL-C nuBara ca >3.36 mmol/l.
ATOpBACTATHH CUTHH(HUKATHO HAMAJISIBA IIJIAa3MEeHUTe HUBA Ha 00mms xouaectepoJa, LDL-C,
TPUIJIMIEPHINTE W all0JUIIONPOTenH B mpe3 mbpBHTe 26 ceAMMIIM Ha IBOWHO-casIMAaTA (pa3a.
Cpennara nocturnara croiiHocT Ha LDL-C e 3.38 mmol/l (range: 1.81-6.26 mmol/l) B rpynara
HA aTOPBACTATHH cpaBHeHa ¢ 5.91 mmol/l (range: 3.93-9.96 mmol/l) B niiauedo rpynara npe3
26-ceaMUYHATA IBOMHO-casNa (a3a.

JonmbJIHMTETHO NEANATPUYHO MPOYyYBAHE HA ATOPBACTATHH CPeLLy KOJECTHUIO NPH NAlMeHTH
Ha Bb3pacT 10-18 roqunn ycranoBsiBa, ye aropBactaTud (N=25) npequ3BHKBa CHTHU(HKAHTHO
Hamasienne Ha LDL-C na 26-ta ceqmuna (p<0.05), cpaBneH ¢ kosaectunoJa (N=31).

IIpoyuBane 3a ,,MHJIOCHPAHA YNIOTpe0a” NMPH NaMEHTH C TeKKa XHIIePXoJiecTepoJieMust
(BKJIIOYHTETHO XOMO3UTOTHA XMIIEPXO0JIecTepoJieMHs) BKIKYBAII0 46 meMaTPUYHU NANMEHTH
JIEKYBAHH C ATOPBACTATHH B 3ABHCUMOCT OT 0TTOBOPa (HSIKOM NMalfeHTH ca npuemaau 80 mg
atopBacTaTuH AHeBHO). [IpoyuBaneTo npoab/kaBa 3 ronnan: LDL-xoJsiecTtepoasT e HamalieH ¢
36%.

JAbarocpoynara epuKacHOCT HA Tepanus ¢ aTOPBACTATHH B J€TCKAa Bb3PacT 32 HAMAJISIBaHe HA
3260J1eBa€MOCTTa M CMBPTHOCTTA B 3psijia BH3PACT He € YCTAHOBEHA.

EBponeiickaTa areHnus 1o JieKapcTBaTa e 0TJI0KHJIa 3a1bJZKeHHEeTO 32 NMoAaBaHe Ha pe3yJITaTH
OT IIPOYYBAHMSA C ATOPBACTATHH NpH Aena ot ( 10 6-roguiIHa Bb3pacT NPH JedeHHne Ha
XeTepo3uroTHa (paMHIIHA XUIIePX0JiecTepoIeMusi, KaKTo U npu gena ot 0 xo 18-rognmmna
BB3pacT IIPH JIeYeHHETO HA XOMO3UI0THA (paMHITHA XHIIePX0JecTepoaeMus, KOMOMHUpPaHAa
(cMeceHa) XUIepXoJecTepoeMHusi, TbPBUYHA XUIIePX0JecTepoJieMHusl M MPeBeHIUATA Ha
ChPAECYHO-CHAOBH CHOMTHA (BK. pazaes 4.2 3a nHpopManus 3a neHATPHYHATA yNOoTpebda).

5.2 ®apMaKkoKHWHETHYHH CBOICTBA
{KakTo € 07J00peHO MOHACTOSIIIEM } .

Ocobenu epynu nayuenmu

{KakTo e 0J00peHO OHACTOSILIEM | .

— Ilenuatpus: FUHH - B oTBOpeHO, 8-
CeJIMUYHO NPOYYBaHe, NeAUATPUYHH NAlUeHTH (HA Bb3pacT 6-17 roaunm) 1 craauii mo
Tanner (N=15) u Craauii no Tanner >2 (N=24) ¢ xeTrepo3urotna pamujiHa
XHIepxoJiecTeposieMust 1 0CHOBHH cToiiHOCcTH Ha LDL-C >4 mmol/L ca sexyBaHu ¢ S wim
10 mg TabJieTKH 3a AbBYEHe WJIH CbOTBeTHO 5 nin 10 mg puiiMupanm TadJieTKA
aTOPBACTATHH BeHbK JHeBHO. ENWHCTBeHAaTa 3HAYNUTETHA MIPOMSIHA BBB (papMako-
KMHETHYHHMSA MOJeJI HA MONMYJIANMATA JIeKyBAaHA C ATOPBACTATHH € TeJleCHATAa Maca.
OpaJIHUAT KIUPBHC NPH NeIMATPUYHU MANMEHTH ce IBSIBa 0100eH HA TO3U NPH
BB3PACTHH CJIeJl aJJOMeTPHYHO H3MepPBaHe HAa TeJeCHOTO Terjio. CbOTBEeTHO HaMaJleHHe
Ha LDL-C 1 TC e 0110 ycTaHOBEHO cJie]l JIeYeHNeTO ¢ ATOPBACTATHH H O-
XHIPOKCHATOPBACTATHH.

- {KaxTo ¢ 07100peHO ITOHACTOSIIIIEM | .

5.3 IlpeakJIMHUYHU JAHHU 32 6€30MACHOCT

{KakTo e 0J00peHO OHACTOSILEM | .
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6. DOAPMAIIEBTUYHU JAHHA

6.1 Chnucbk Ha IOMOIIHUTE BelleCTBA
{KakTo € 07J00peHO MOHACTOSIIIEM } .

6.2 HecbBmMecTuMOCTH

{KakTo € 07J00peHO MOHACTOSIIIEM } .

6.3 Cpok Ha roaHOCT

{KakTo € 07100peHO MOHACTOSIIIEM } .

6.4 ChoeumnajHu ycJOBHS Ha CbXpaHeHHe
{KakTo € 07J00peHO MOHACTOSIIIEM } .

6.5 JlaHHH 3a omaKoOBKAaTa

{KakTo € 07J00peHO MOHACTOSIIIEM } .

6.6 CrnenuaaHM NpeANa3HU MEPKH NIPU U3XBHPJIsIHE

{KakTo € 07J00peHO MOHACTOSIIIEM } .

7. NNPUTEXATEJI HA PASPEIIEHHUETO 3A YIIOTPEBA
[[a ce mombaHM CHIIIACHO HAIIMOHAIHUTE U3UCKBAHUS |

[Bux IIpunosxenue I - ga ce mOmbJIHU CHIVIACHO HATMOHAIHUTE U3UCKBAHUA |

8. HOMEP(A) HA PASPEHLIEHHUETO 3A YIIOTPEBA

[I[a CC IIOIIbJIHU CBINIACHO HAIITMOHAJTHUTC I/I3I/ICKBaHI/I$I]

9. JATA HA TbPBO PASPEINABAHE/ITOJHOBSIBAHE HA PASPEIIEHUETO 3A
YIIOTPEBA
[[a ce mombaHM CHIIIACHO HAIIMOHAIHUTE U3UCKBAHUS |

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA
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1. HNME HA JIEKAPCTBEHUSA NIPOAYKT

[Bux IIpunoxenue | - 1a ce mOmbJIHU CHITIACHO HAITMOHATHUTE U3UCKBAHUA |
Sortis 20 mg ¢punmupanu TabiaeTKu

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

{KakTo e 0J00peHO OHACTOSILEM | .

3. JIEKAPCTBEHA ®OPMA

{KakTto ¢ 0J00peHO TOHACTOSIILIEM | .

4. KJIMHUYHU JAHHHU
4.1 TepaneBTHYHHU NOKA3AHUS

XHUIEPXOJIECTEPOIEMUS

Sortis e moka3aH KaTo JOMBbJIHEHUE KbM AMETaTa 32 HaMalsiBaHe Ha TOBUIIEHHUTE 001 Xonectepon, LDL-
XO0JIECTEPOJI, allOJUIONPOTENH B U TpUIIIMIepuan pH HaHHeHEH Bb3PACTHH, MOAPACTBALIHN U ela Haj
10-rogumza Bb3pacT ¢ IbPBUYHA XUIIEPXOJIECTEPOIEMHUSI, BKIIOUUTEITHO (haMHUIHA XUTIEPXOIECTEPOTIEMUS
(XeTepo3uroTeH BapuaHT) WM KOMOMHUpaHa (cMeceHa) XxurepaunuaeMus (otrosapsmia Ha tun [la u IIb ot
knacuukanusara Ha Fredrickson), koraTo eekThT Ha AueTaTa M APyruTe HEPapMaKOIOTHIHH CPEACTBA €
HEeIOCTAaThYEH.

Sortis e moka3aH chILO U 3a MOHWXaBaHe Ha 00y xonectepor u LDL-C npu matser s Bb3PACTHH C
XOMO3HTIOTHa (haMUIIHA XUIIEPXOJIECTEPOJIEMHSI KaTO JOMbIIHEHNE KbM APYTUTE METOIU 32 MOHMKAaBaHE Ha

nunuante (Hanpumep adepesa Ha LDL) unu B cirydaute, KOraTo Te3u METOJIU ca HEJOCTHITHH.

HDO(bHHaKTHKa Ha CbpACYHO-CHJI0BO 3a00JIIBaHE

[IpodunakTuka Ha CHPIEYHO-CHIOBH HHIUACHTH IIPH NALMEHTH, IPH KOUTO € MPELEHEHO, Y€ UMaT BHCOK
PHCK 3a IBPBO CHPACYHO-CHAOBO CHOUTHE (BXK. TOUKa 5.1) KaTO HOMBIHEHHE KbM KOPEKIHATA HA APYTH
PHUCKOBHU (aKTOPH.

4.2 Jlo3upoBKa M HAYUH HA NPHUJIOKEHHE

{KakTto e 000peHO OHACTOSILIEM | .

Ilenunarpuyna ynorpeba

Xunepxonecm epoaemusn:

IIpusiaraneTo Ha JIeKapcTBOTO B NeANATPHUATA TPAOBA Ja ce H3BBPIIBA CAMO OT CHIEHHAJINCT ¢ ONUT B
JIeYeHHeTO HA JeTCKaTa XHIIePJIUIHIeMNs, KaTO MAaNMeHTHTe TPsi0Ba 1a ObAAT NPeHeHsIBAHN PeJOBHO
10 OTHOLIIEHHE HA HANIPeAbKA HA JIeYeHHUeTo.
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IIpu mannenTn Ha 10 1 MOBeYe rOAUHY NMPeNOPbYBAHATA CTAPTOBA 1032 aTOpBacTaTHH ¢ 10 mg nHeBHO
¢ yBean4aBaHe 10 20 mg JHeBHO. YBeJIH4YeHNeTOo OM TPAOBAJIO Ja ce H3BbPIIBA CHIVIACHO
WHIMBHAYAJTHHUS OTTOBOP M MOHOCHMMOCT HA NMalieHTHTe B neauaTtpuara. Madopmanusra 3a
0e30MacHOCTTA NP NPHJIAraHeTOo HA 103K HajA 20 mg nHeBHO, oTroBapsimy Ha 0.5 mg/TerJio npu
NMANMEHTH B MeJUATPHUATA € OTPaHNYeHa.

OnuTthT B neguaTpUATA NPHU Aena Mexkay 6- n 10-roanHa BB3pacT e orpaHnyeH (Bxk. pazgen 5.1).
ATOpBACTATHH He Cce MPenopbYBa 32 JieYeHHe HA NanueHTH nox 10-roaMmHa Bb3pact.

Tao0aerkure Sortis Morar ga 0baaT CAbBKAHH WJIH NOIbJIHATH I[€JIH ¢ BOAA HJIM MJISKO, H MOraT Ja
0bAAT NPHEMaHH 0 BCSIKO BpeMe Ha JIeHs CbC WJIu 0e3 XpaHa.

Jpyru JexkapcTBeHu (pOPMH MO:Ke [1a ¢a NMO-MOAXOAS Y MPH TA3U MOMYJIALHUS.

4.3 IIporuBomokaszaHus

{KakTo € 07J00peHO MOHACTOSIIIEM } .

4.4 CroenuaaHy mpeaynpe:KIeHHUs U CIEeIUATHHA NPeANa3H MEPKH NIPU ynorpeda
{KakTo € 0700peHO MOHACTOSIIIEM } .

TlequaTpuyHA VIIOTPEOA

Bce omie HAMa 1aHHY 32 §€30MACHOCTTA HA JIEKAPCTBEHOTO CPEACTBO M0 OTHOIIEHNE HA Pa3BUTHETO
NPH Ta3u nomyaanus (Bx. pasgena 4.8).

4.5 BszauMmopeiicTBHe C APYTH JeKAPCTBEHH NPOAYKTH M APYrH (popMH Ha B3auMoOelCcTBHE
{KakTo e 0J00peHO OHACTOSIILIEM | .

IlequaTpuyHa moMyJIausi

I[IpoyuBaHusi BBPXY JIeKapCTBEHHMTE B3AaUMO/IEIiCTBHS ca M3BBPIIEHH eIMHCTBEHO NPH Bb3PACTHH (BiK.
pazaen 4.8). CrenenTa Ha B3aUMO/eliCTBHE B leMaTPUYHATA NONMYJIalUsI He e U3BecTHA. TpsidBa e ce
HMAT NpPeABH/I rOpecnioMeHaTUTe B3aMMOIelCTBUS IPH B3PACTHH M NpeayNnpe:KIeHnusaTa B pa3aen 4.4
NpH NPUJIOKEHNE B MeAUATPUYHATA MOMYJIALUS.

4.6 bpeMeHHOCT H KbpMeHe

{KakTo e 0J00peHO TTOHACTOSIILIEM | .

4.7 EdexTn BBpXy crioco0HOCTTA 32 mo¢upaHe u padoTa ¢ MAIINHA

{KakTo e 0J00peHO OHACTOSILIEM | .

4.8 HexeqaHu JeKapcTBEHU peaKIun

{KakTo € 07J00peHO MOHACTOSIIIEM } .
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IlenquaTpuyHa mONMyJIaIMS

KunauvnaTta 0a3a JaHHH 32 0€30I1aCHOCT BKJIIOYBAT aHHU 32 0e30MacHOCTTA pH 249 manuenTa B
JIeTCKa Bb3pacT, KOMTO €A MOJIYy4YaBaJIl aTOPBACTATHH, OT KOUTO 7 MALMEHTH ca OMJIN MO/ 6-roANIIHA
Bb3pacT, 14 manueHTH Ha Bb3pacT Me:kAy 6 m 9 roqunn, n 228 manuenTu ca ouiun 10 n 17 rogunm.

Hapyienusi Ha HepBHATa cuCTeMa:
YecTH: riaaBsoodoane.

T'acTponHTEeCTHHAJIHU HAPYIIECHUS
YecTn: a0poMHUHAJIHA 00/1KA.

IIpoyuBanus:
YecTHn: noBuIIaBaHe HA aMUHOTpaHcdepa3aTa, NOBHIIABAHE HA cCepyMHaTa KpeaTHHMH(ocPokuHa3a.

Bb3 ocHOBa Ha HAIMYHHTE IAHHHU €€ 0YAKBA YeCTOTaTa, BUABT M TEKeCTTA HA HelKeJIAHUTE PeaKIui
NPH BB3PACTHH Aa 0bAAT chuiuTe U Npu Aena. [lonacTosmeM HAMA roJisiM ONNT N0 OTHOIIEHHE HA
0e30MacHOCTTA B IBJTOCPOYeH IJIAH NPH NMeIMaTPUYHATA MONYJIAIUS.

4.9 Ilpeno3upane

{KakTo e 0J00peHO OHACTOSILEM | .

5.  ®APMAKOJIOIMYHU CBOMCTBA
5.1 ®apmakoguHAMHYHH CBOMCTBA
{KakTo € 07J00peHO MOHACTOSIIIEM } .

IlenquaTpuyHa MONMyJIaAIMS

IlequaTpuyHa mONMyJIaIMsI

Xemepozuzomna pamunna xunepxoiecmeponemus npu neouampuiHu nayuenmu na evspacm 6-17
200uHU.

IIpoBeneHo e 8-ceTMIYHO OTBOPEHO NMPOYYBaHe 32 OIleHKAa HA (PapMAaKOKHHETHKATA,
(papmakonmHaMuKaTa 1 0€30NMACHOCTTA HA ATOPBACTATHH NPH JeNa 1 MOAPACTBALIU ¢ TeHETHIHO
J0Ka3aHa XeTePO3UI0THA (paMHIIHA XUIIepXoJecTeposeMusi 1 0a30BM cToifHocT Ha LDL>4 mmol/L
IIpoyuBaneTo o0xBama 39 nena u noapacTBalM Ha Bb3pacT oT 6 10 17 roqunu. Koxopra A Bk/I0OuYBa
15 nena, Ha BB3pacT 6 — 12 roqunu B nbpBH cTagmii mo Tanner. Koxopta b BriaouBa 24 njena Ha
Bb3pact 10 - 17 roqunn B ctaguii mo Tanner>2.

HauannaTa 1032 aTOpBACTAaTHH B KOXOPTa A e 5 mg fHeBHO o (popMaTa Ha TadjaeTKa 32 IbBYeHe U
10 mg nHeBHO B koxopTa b. /lafeHa e Bb3MOKHOCT HAYAJIHATA /1032 /1A Ce YIBOM AKO He € JOCTUrHATA
TapretHara croiHocT 3a LDL-C <3.35 mmol/L Ha 4eTBBpTa ceAMHIIA M AKO ATOPBACTATHHBT Ce
noHacsi 1o0pe.

Cpennure croitnoctn 3a LDL-C, TC, VLDL-C, n Apo B ca Hamasenu npe3 BTopaTa ceIMULa PH
BCHYKH nanueHTu. [Ipu nanueHTHTE, HA KOUTO /103aTAa € OUJIa YIBOEHA, € ONJI0 HADIHIABAHO
JOIbJHUTEIHO HAMAJIeHHe HA CTOMHOCTHTE HA BTOPATA CeAMHMLA IPU MbPBOTO U3MePBaHe cJie/l
NMOBHUILABAHe HA 03aTa. CpeHAaTa CTelneH HA MOHMKABAHE HA CTOIHOCTUTE HA JIUNUAHUTE NapaMeTpu
e 0mJia cX0/HA 3a IBeTe KOXOPTHU 0e3 3HAUeHHUe JAJIU NAallHeHTUTe ca OMJIM OCTABEHU HA TAXHATA
IMbPBOHAYAJHA J03MPOBKA WIHN TA e 0uia yapoeHa. Ha 8-a cetmuia cpenqHara creneH Ha NpoMsiHA HA
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06a3zoBure croifHocTH HAa LDL-C 1 TC e 0nia npubnsuteano cboTtBeTHO 40% 1 30%Han o0cera Ha
Bb3/ieiicTBHe.

Xemepozuzomna pamunna xunepxoiecmeponemus npu neouampuinu nayuenmu na ev3pacm 10-
17 zoounu.

B nBoitHO-cJIs1M0, TUIALE00 KOHTPOJINPAHO POYYBaHe, OCJIeBAHO OT OTBOpeHa (aza Ha
npoy4sanero, 187 MmomueTra 1 MOMHYeTA cJle/l MbPBAaTa MEHCTPyalusi, Ha Bb3pact 10-17
roauHu (cpeaHo 14,1 ronmHu)c XeTepo3uroTHa gpamuiaHa xunepxoJecreposemust (FH) niam
Te:KKa XHIlepxoJiecTepoJieMusi ca OMJIM paHIOMH3UPAaHM Ha aTopBacTaTHH (n=140) nim nianedo
(n=47) 3a 26 cexmMuIH, cJIel KOCTO BCHYKH MOJTy4aBaT aTOPBACTATHH 32 26 ceAMHUIIHA.
Jo3upoBKaTa Ha aTOPBACTATHH (BeHbK CHeBHO) e 10 mg 3a mbpBHUTe 4 ceaMUIM U
nocJeABaIo yseanyasane 10 20 mg B cay4daii ye LDL-C nuBara ca >3.36 mmol/l.
ATOpBACTATHH CUTHH(HUKATHO HAMAJISIBA IIJIAa3MeHUTe HUBA Ha o0mms xouaectepoJa, LDL-C,
TPUIJIMIEPHINTE W alloJMIIONPOTeHH B mpe3 mbpBHTe 26 ceAMMUIIM Ha IBOWHO-cJIsNaTA (pa3a.
Cpennarta nocturnara croiiHocT Ha LDL-C e 3.38 mmol/l (range: 1.81-6.26 mmol/l) B rpynara
HAa aTOPBACTATHH cpaBHeHa ¢ 5.91 mmol/l (range: 3.93-9.96 mmol/l) B niianedo rpynara npe3
26-ceaMu4YHATAa IBOMHO-Casna (a3a.

JonmbJIHMTETHO EANATPHYHO MPOYYBAHEe HA ATOPBACTATHH CPeLLy KOJECTHIIO NPH NAlMeHTH
Ha Bb3pacT 10-18 roqunn ycranoBsiBa, ye aropBactaTud (N=25) npeqn3BHKBa CHTHU(HKAHTHO
Hamasienne Ha LDL-C na 26-ta ceqmuna (p<0.05), cpaBHeH ¢ kosaectunoa (N=31).

IIpoyuBane 3a ,,MHJIOCHPAHA YNIOTpe0a” NMPH NalMEHTH € TeKKa XHIIePXoJiecTepoJieMust
(BKJIIOYHTETHO XOMO3UTOTHA XMIIEPXO0JiecTepoJieMis) BKIKYBAII0 46 meMaTPUYHU NANMEHTH
JIEKYBAHH C AaTOPBACTATHH B 3ABHCUMOCT OT 0TTOBOPa (HSIKOM MalfeHTH ca npuemMaau 80 mg
atopBacTaTuH AHeBHO). [IpoyuBaneTo npoab/kaBa 3 ronnan: LDL-xoJsiecTtepoasT e HamaJieH ¢
36%.

JAbarocpoynara epuKacHOCT HA Tepanus ¢ aTOPBACTATHH B J€TCKAa Bb3PaCT 32 HAMAJISIBaHe HA
3260J1eBaeMOCTTa M CMBPTHOCTTA B 3psijia BH3PACT He € YCTAHOBEHA.

EBponeiickaTa areHnus 1o JieKapcTBaTa e 0TJI0KHJIa 3aAbJKeHHETO 32 NMoAaBaHe Ha pe3yJITaTH
OT IIPOYYBAHMSA C ATOPBACTATHH NpH Aena ot ( 10 6-rogumIHa Bb3pacT NPH JedeHHne Ha
XeTepo3uroTHa (paMHJIHA XHIIePX0JecTepoIeMusi, KaKTo U npu gena ot 0 xo 18-rogummna
BB3pacT IIPH JIeYeHHETO HA XOMO3UI0THA (paMHITHA XHIIepPX0JecTepoaeMus, KOMOMHUpPaHa
(cMeceHa) XUIepXoJecTepoeMHusi, TbPBUYHA XUIIePX0JecTepoieMusi M IPH MPeBeHIUsATa HA
ChPACYHO-CHAOBH CHOMTHA (BK. pazaes 4.2 3a nHpopManus 3a neHATPHYHATA yOoTpebda).

5.2 ®apMakoKHWHETHYHH CBOICTBA
{KakTo € 07J00peHO MOHACTOSIIIEM } .

Ocobenu epynu nayuenmu

{KakTo e 0J00peHO OHACTOSILIEM | .

— Ilenuatpus: FUHH - B oTBOpeEHO, 8-
Cce/IMHYHO NPOYYBaHe, NeAUATPUYHH NAlUeHTH (HA Bb3pacT 6-17 roaunm) 1 craauii mo
Tanner (N=15) u craaunii no Tanner >2 (N=24) ¢ xeTepo3uroTHa (paMujHa
XHIepxoJiecTeposieMust 1 0CHOBHH cToiiHOCcTH Ha LDL-C >4 mmol/L ca sexyBaHu ¢ S wimn
10 mg TabJieTKH 3a AbBYEHe WJIN CbOTBeTHO 5 nin 10 mg puiiMupanm TadJeTKH
aTOPBACTATHH BeHbK THeBHO. ENNHCTBeHAaTa 3HAYUTETHA IPOMSIHA BbB
(hapMakOKMHETHYHMSA MOJeJ HA TONMYJANMATA JIEKYBAHA C ATOPBACTATHH € TeJeCHATA
Maca. OpaJHUAT KJIHPBHC NPH NeAMATPUYHU MANMEHTH ce IBSIBa 0J00eH HA TO3U NPH
BB3PACTHH CJIeJl aJJOMeTPHYHO H3MepBaHe HAa TeJeCHOTO Terjio. CbOTBEeTHO HaMaJleHHe
Ha LDL-C 1 TC e 0110 ycTaHOBEHO cJle]l JIeYeHNEeTO ¢ ATOPBACTATHH H O-
XHIPOKCHATOPBACTATHH.
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- {KaxTo ¢ 07100peHO ITOHACTOSIIIIEM | .
5.3 IlpeakJIMHUYHU JAHHU 32 6€30MACHOCT

{KakTo e 0J00peHO TOHACTOSILEM | .

6. DOAPMAIIEBTUYHU JAHHU

6.1 Chnuchbk HAa IOMOUIHUTE BelIECTBA
{KakTo € 07J00peHO MOHACTOSIIIEM } .

6.2 HecbBMecTuMOCTH

{KakTo € 0700peHO MOHACTOSIIIEM } .

6.3 Cpok Ha roaHOCT

{KakTo € 07J00peHO MOHACTOSIIIEM } .

6.4 Crnenuananu ycJOBHS HA CbXpaHEHHe
{KakTo € 07J00peHO MOHACTOSIIIEM } .

6.5 JlanHM 3a OmaKoOBKaTa

{KakTo € 07J00peHO MOHACTOSIIIEM } .

6.6 CrhenuaaHu MpeANa3HU MEPKH NIPU U3XBHPJIsIHE

{KakTo € 0J00peHO TOHACTOSILIEM | .

7. NNPUTEXATEJI HA PASPEIIEHUETO 3A YIIOTPEBA
[[a ce mombaHM CHIIIACHO HAIIMOHAIHUTE U3UCKBAHUS |

[Bux IIpunosxenue I - ga ce mOMbJIHMU CHINIACHO HATMOHAHUTE U3UCKBAHUA |

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

[I[a CC IIOIIbJIHU CBINIAaCHO HAIIMOHAJTHUTC I/I3I/ICKBaHI/I$I]

9. JATA HA TbPBO PASPEINABAHE/ITOJHOBSIBAHE HA PASPEIIEHUETO 3A
YIIOTPEBA
[[a ce mombaHM CHIIIACHO HAIIMOHAIHUTE U3UCKBAHUS |

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA
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1. HNME HA JIEKAPCTBEHUSA NIPOAYKT

[Bux IIpunoxenue | - 1a ce mOmbJIHU CHITIACHO HAITMOHATHUTE U3UCKBAHUA |
Sortis 40 mg ¢punmupanu TabieTKN

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

{KakTo e 0J00peHO OHACTOSILEM | .

3. JIEKAPCTBEHA ®OPMA

{KakTto ¢ 0J00peHO TOHACTOSIILIEM | .

4. KJIMHUYHU JAHHHU
4.1 TepaneBTHYHHU NOKA3AHUS

XHUIEPXOJIECTEPOIEMUS

Sortis e moka3aH KaTo JOMBbJIHEHUE KbM AMETaTa 32 HaMalsiBaHe Ha TOBUIIEHHUTE 001 Xonectepon, LDL-
XO0JIECTEPOJI, allOJUIONPOTENH B U TpUIIIMIIepuan IPH HaHHeHEH Bb3PACTHH, MOAPACTBALIHM U /ela HaJ
10-rogumza Bb3pacT ¢ IbPBUYHA XUIIEPXOJIECTEPOIEMHUSI, BKIIOUUTEITHO (haMHUIHA XUTIEPXOIECTEPOTIEMUS
(XeTepo3uroTeH BapuaHT) WM KOMOMHUpaHa (cMeceHa) XxurepaunuaeMus (otrosapsmia Ha tun [la u IIb ot
knacuukanusara Ha Fredrickson), koraTo eekThT Ha AueTaTa M APyruTe HePapMaKOIOTHIHH CPEACTBA €
HEeIOCTAaThYEH.

Sortis e moka3aH chILO U 3a MOHWXaBaHe Ha 00y xonectepor u LDL-C npu matser s Bb3PACTHH C
XOMO3HTIOTHa (haMUIIHA XUIIEPXOJIECTEPOJIEMHSI KaTO JOMbIHEHNE KbM APYTUTE METOIU 32 MOHMKaBaHE Ha

nunuante (Hanpumep adepesa Ha LDL) unu B cirydaute, KOraTo Te3u METOIU ca HEJOCTHITHH.

HDO(bHHaKTHKa Ha CbpACYHO-CHI0BO 3a00JIIBaHE

[IpodunakTuka Ha CHPIEYHO-CHIOBH HHIUACHTH IIPH NALMEHTH, IPH KOUTO € MPELEHEHO, Y€ UMaT BHCOK
PHCK 3a IBPBO CHPACYHO-CHAOBO CHOUTHE (BXK. TOUKa 5.1) KaTO HOMBIHEHHE KbM KOPEKIHATA HA APYTH
PHUCKOBHU (aKTOPH.

4.2 /lo3upoBKAa M HAYWH HA NPHJIOKEHHE

{KakTo e 0J00peHO OHACTOSIILIEM | .

Ilenunarpuyna ynorpeba

Xunepxonecm epoaemusn:

IIpusiaraneTo Ha JIeKapcTBOTO B NeANATPHUATA TPAOBA Ja ce H3BBPIIBA CAMO OT CHIEHHAJINCT ¢ ONUT B
JIeYeHHeTO HA JeTCKaTa XHIIePJIUIHIeMNs, KaTO MAaNMeHTHTe TPsi0Ba 1a ObAAT NPeHeHsIBAHN PeJOBHO
10 OTHOLIIEHHE HA HANIPeAbKA HA JIeYeHHUeTo.
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IIpu mannenTn Ha 10 1 MOBeYe rOAUHY NMPeNOPbYBAHATA CTAPTOBA 1032 aTOpBacTaTHH ¢ 10 mg nHeBHO
¢ yBean4aBaHe 10 20 mg JHeBHO. YBeJIH4YeHNeTOo OM TPAOBAJIO Ja ce H3BbPIIBA CHIVIACHO
WHIMBHAYAJTHHUS OTTOBOP M MOHOCHMMOCT HA NMalieHTHTe B neauaTtpuara. Madopmanusra 3a
0e30MacHOCTTa NPH NPHJIAraHeTOo Ha 034 Hax 20 mg JHeBHO, OTroBapsimy Ha 0.5 mg/Kr npu naumeHTH
B NIe/INATPUSTA € OTPAHMYCHA.

OnuTthT B neguATpUATA NPHU Aela Mexkay 6- n 10-roanHa BB3pacT e orpaHn4eH (Bxk. pazgen 5.1).
ATOpBACTATHH He Cce MPenopbYBa 32 JieYeHHe HA NanueHTH nox 10-roaMmHa Bb3pact.

Tao0aerkure Sortis Morar ga 0baaT CAbBKAHH WJIH NOIbJIHATH I[€JIH ¢ BOAA HJIM MJISKO, H MOraT Ja
0bAAT NPHEMaHH 0 BCSIKO BpeMe Ha JIeHs CbC WJIu 0e3 XpaHa.

Jpyru JexkapcTBeHu (pOPMH MO:Ke [1a ¢a NMO-MOAXOAS Y MPH TA3U MOMYJIALHUS.

4.3 IIporuBomokaszaHus

{KakTo € 07J00peHO MOHACTOSIIIEM } .

4.4 CroenuaaHy mpeaynpe:KIeHHUs U CIEeIUATHHA NPeANa3H MEPKH NIPU ynorpeda
{KakTo € 0700peHO MOHACTOSIIIEM } .

TlequaTpuyHA VIIOTPEOA

Bce omie HAMa 1aHHY 32 §€30MACHOCTTA HA JIEKAPCTBEHOTO CPEACTBO M0 OTHOIIEHNE HA Pa3BUTHETO
NPH Ta3u nomyaanus (Bx. pasgena 4.8).

4.5 BszauMmopeiicTBHe C APYTH JeKAPCTBEHH NPOAYKTH M APYrH (popMH Ha B3auMoOelCcTBHE
{KakTo e 0J00peHO OHACTOSIILIEM | .

IlequaTpuyHa moMyJIausi

I[IpoyuBaHusi BBPXY JIeKapCTBEHHUTE B3AaUMO/IEICTBHS ca M3BBPIIEHH eIMHCTBEHO NPH Bb3PACTHU.(BIK.
pazaen 4.8). CrenenTa Ha B3aUMO/eliCTBHE B leMaTPUYHATA NONMYJIalUsI He e U3BecTHA. TpsidBa e ce
HMAT NpPeABH/I rOpecnioMeHaTUTe B3aMMOIelCTBUS IPH B3PACTHH M NpeayNnpe:KIeHnusaTa B pa3aen 4.4
NpH NPUJIOKEHNE B MeAUATPUYHATA MOMYJIALUS.

4.6 bpeMeHHOCT H KbpMeHe

{KakTo e 0J00peHO TTOHACTOSIILIEM | .

4.7 EdexTn BBpXy crioco0HOCTTA 32 mo¢upaHe u padoTa ¢ MAIINHA

{KakTo e 0J00peHO OHACTOSILIEM | .

4.8 HexeqaHu JeKapcTBEHU peaKIun

{KakTo € 07J00peHO MOHACTOSIIIEM } .
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IlenquaTpuyHa mONMyJIaIMS

KunauvnaTta 0a3a JaHHH 32 0€30I1aCHOCT BKJIIOYBAT aHHU 32 0e30MacHOCTTA pH 249 manuenTa B
JIeTCKa Bb3pacT, KOMTO €A MOJIYy4YaBaJIl aTOPBACTATHH, OT KOUTO 7 MALMEHTH ca OMJIN MO/ 6-roANIIHA
Bb3pacT, 14 manueHTH Ha Bb3pacT Me:kAy 6 m 9 roqunn, n 228 manuenTu ca ouiun 10 n 17 rogunm.

Hapyienusi Ha HepBHATa cuCTeMa:
YecTH: riaaBsoodoane.

T'acTponHTEeCTHHAJIHU HAPYIIECHUS
YecTn: a0poMHUHAJIHA 00/1KA.

IIpoyuBanus:
YecTHn: noBuIIaBaHe HA aMUHOTpaHcdepa3aTa, NOBHIIABAHE HA cCepyMHaTa KpeaTHHMH(ocPokuHa3a.

Bb3 ocHOBa Ha HAIMYHHTE IAHHHU €€ 0YAKBA YeCTOTaTa, BUABT M TEKeCTTA HA HelKeJIAHUTE PeaKIui
NPH BB3PACTHH Aa 0bAAT chuiuTe U Npu Aena. [lonacTosmeM HAMA roJisiM ONNT N0 OTHOIIEHHE HA
0e30MacHOCTTA B IBJTOCPOYeH IJIAH NPH NMeIMaTPUYHATA MONYJIAIUS.

4.9 Ilpeno3upane

{KakTo e 0J00peHO OHACTOSILEM | .

5.  ®APMAKOJIOIMYHU CBOMCTBA
5.1 ®apmakoguHAMHYHH CBOMCTBA
{KakTo € 07J00peHO MOHACTOSIIIEM } .

IlenquaTpuyHa MONMyJIaAIMS

IlequaTpuyHa mONMyJIaIMsI

Xemepozuzomna pamunna xunepxoiecmeponemus npu neouampuiHu nayuenmu na evspacm 6-17
200uHU.

IIpoBeneHo e 8-ceTMIYHO OTBOPEHO NMPOYYBaHe 32 OIleHKAa HA (PapMAaKOKHHETHKATA,
(papmakonmHaMuKaTa 1 0€30NMACHOCTTA HA ATOPBACTATHH NPH JeNa 1 MOAPACTBALIU ¢ TeHETHIHO
J0Ka3aHa XeTePO3UI0THA (paMHIIHA XUIIepXoJecTeposeMusi 1 0a30BM cToifHocT Ha LDL>4 mmol/L
IIpoyuBaneTo o0xBama 39 nena u noapacTBalM Ha Bb3pacT oT 6 10 17 roqunu. Koxopra A Bk/I0OuYBa
15 nena, Ha BB3pacT 6 — 12 roqunu B nbpBH cTagmii mo Tanner. Koxopta b BriaouBa 24 njena Ha
Bb3pact 10 - 17 roqunn B ctaguii mo Tanner>2.

HauannaTa 1032 aTOpBACTAaTHH B KOX0PTa A e 5 mg JHeBHO o (popMaTa Ha TadjeTKa 32 ITbBYeHEe U
10 mg nHeBHO B kKoxopTa b. /lafieHa e Bb3MOKHOCT HAYAJIHATA /1032 /1A Ce YIBOM aKO He € JOCTUTHATA
TapretHara croiiHocT 3a LDL-C <3.35 mmol/L Ha yeTBBpTa ceAMHIIA M AKO ATOPBACTATHHBT Ce
noHacsi 1o0pe.

Cpennure croitnoctn 3a LDL-C, TC, VLDL-C, n Apo B ca Hamasenu npe3 BTopaTa ceIMULa PH
BCHYKH nanueHTu. [Ipu nanueHTHTE, HA KOUTO /103aTAa € OUJIa YIBOEHA, € ONJI0 HADIHIABAHO
JOIbJIHUTEIHO HAMAJIeHHe HA CTOHHOCTHTE HA BTOPATA CeAMHMLIA NIPU MbPBOTO U3MePBaHe cJie/l
NMOBHUILABAHe HA 03aTa. CpeHAaTa CTelneH HA MOHMKABAHE HA CTOIHOCTUTE HA JIUNUAHUTE NapaMeTpu
e 0nJia cX0/HA 3a IBeTe KOXOPTHU 0e3 3HAUeHHUe JAJIU NallHeHTUTe ca OMJIM OCTABEHU HA TAXHATA
IMbPBOHAYAJIHA J03MPOBKA WIHN TA e 0uia yapoeHa. Ha 8-a cetmuia cpenqHara creneH Ha NpoMsiHA HA
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06a3zoBure croifHocTH HAa LDL-C 1 TC e 0nia npubnsuteano cboTtBeTHO 40% 1 30%Han o0cera Ha
Bb3/ieiicTBHe.

Xemepozuzomna pamunna xunepxoiecmeponemus npu neouampuinu nayuenmu na ev3pacm 10-
17 zoounu.

B nBoitHO-cJIs1M0, TUIALE00 KOHTPOJINPAHO POYYBaHe, OCJIeBAHO OT OTBOpeHa (aza Ha
npoy4sanero, 187 MmomueTra 1 MOMHYeTA cJle/l MbPBAaTa MEHCTPyalusi, Ha Bb3pact 10-17
roauHu (cpeaHo 14,1 ronmHu)c XeTepo3uroTHa gpamuiaHa xunepxoJecreposemust (FH) niam
Te:KKa XHIlepxoJiecTepoJieMusi ca OMJIM paHIOMH3UPAaHM Ha aTopBacTaTHH (n=140) nim nianedo
(n=47) 3a 26 cexmMuIH, cJIel KOCTO BCHYKH MOJTy4aBaT aTOPBACTATHH 32 26 ceAMHUIIHA.
Jo3upoBKaTa Ha aTOPBACTATHH (BeHbK CHeBHO) e 10 mg 3a mbpBHUTe 4 ceaMUIM U
nocJeABaIo yseanyasane 10 20 mg B cay4daii ye LDL-C nuBara ca >3.36 mmol/l.
ATOpBACTATHH CUTHH(HUKATHO HAMAJISIBA IIJIAa3MeHUTe HUBA Ha o0mms xouaectepoJa, LDL-C,
TPUIJIMIEPHINTE W alloJMIIONPOTeHH B mpe3 mbpBHTe 26 ceAMMUIIM Ha IBOWHO-cJIsNaTA (pa3a.
Cpennarta nocturnara croiiHocT Ha LDL-C e 3.38 mmol/l (range: 1.81-6.26 mmol/l) B rpynara
HAa aTOPBACTATHH cpaBHeHa ¢ 5.91 mmol/l (range: 3.93-9.96 mmol/l) B niianedo rpynara npe3
26-ceaMu4YHATAa IBOMHO-Casna (a3a.

JonmbJIHMTETHO EANATPHYHO MPOYYBAHEe HA ATOPBACTATHH CPeLLy KOJECTHIIO NPH NAlMeHTH
Ha Bb3pacT 10-18 roqunn ycranoBsiBa, ye aropBactaTud (N=25) npeqn3BHKBa CHTHU(HKAHTHO
Hamasienne Ha LDL-C na 26-ta ceqmuna (p<0.05), cpaBHeH ¢ kosaectunoa (N=31).

IIpoyuBane 3a ,,MHJIOCHPAHA YNIOTpe0a” NMPH NalMEHTH € TeKKa XHIIePXoJiecTepoJieMust
(BKJIIOYHTETHO XOMO3UTOTHA XMIIEPXO0JiecTepoJieMis) BKIKYBAII0 46 meMaTPUYHU NANMEHTH
JIEKYBAHH C AaTOPBACTATHH B 3ABHCUMOCT OT 0TTOBOPa (HSIKOM MalfeHTH ca npuemMaau 80 mg
atopBacTaTuH AHeBHO). [IpoyuBaneTo npoab/kaBa 3 ronnan: LDL-xoJsiecTtepoasT e HamaJieH ¢
36%.

JAbarocpoynara epuKacHOCT HA Tepanus ¢ aTOPBACTATHH B J€TCKAa Bb3PaCT 32 HAMAJISIBaHe HA
3260J1eBaeMOCTTa M CMBPTHOCTTA B 3psijia BH3PACT He € YCTAHOBEHA.

EBponeiickaTa areHnus 1o JieKapcTBaTa e 0TJI0KHJIa 3aAbJKeHHETO 32 NMoAaBaHe Ha pe3yJITaTH
OT IIPOYYBAHMSA C ATOPBACTATHH NpH Aena ot ( 10 6-rogumIHa Bb3pacT NPH JedeHHne Ha
XeTepo3uroTHa (paMHJIHA XHIIePX0JecTepoIeMusi, KaKTo U npu gena ot 0 xo 18-rogummna
BB3pacT IIPH JIeYeHHETO HA XOMO3UI0THA (paMHITHA XHIIepPX0JecTepoaeMus, KOMOMHUpPaHa
(cMeceHa) XUIepXoJecTepoeMHusi, TbPBUYHA XUIIePX0JecTepoieMusi M IPH MPeBeHIUsATa HA
ChPACYHO-CHAOBH CHOMTHA (BK. pazaes 4.2 3a nHpopManus 3a neHATPHYHATA yOoTpebda).

5.2 ®apMakoKHWHETHYHH CBOICTBA
{KakTo € 07J00peHO MOHACTOSIIIEM } .

Ocobenu epynu nayuenmu

{KakTo e 0J00peHO OHACTOSILIEM | .

— Ilenuatpus: FUHH - B oTBOpeEHO, 8-
Cce/IMHYHO NPOYYBaHe, NeAUATPUYHH NAlUeHTH (HA Bb3pacT 6-17 roaunm) 1 craauii mo
Tanner (N=15) u craaunii no Tanner >2 (N=24) ¢ xeTepo3uroTHa (paMujHa
XHIepxoJiecTeposieMust 1 0CHOBHH cToiiHOCcTH Ha LDL-C >4 mmol/L ca sexyBaHu ¢ S wimn
10 mg TabJieTKH 3a AbBYEHe WJIN CbOTBeTHO 5 nin 10 mg puiiMupanm TadJeTKH
aTOPBACTATHH BeHbK THeBHO. ENNHCTBeHAaTa 3HAYUTETHA IPOMSIHA BbB
(hapMakOKMHETHYHMSA MOJeJ HA TONMYJANMATA JIEKYBAHA C ATOPBACTATHH € TeJeCHATA
Maca. OpaJHUAT KJIHPBHC NPH NeAMATPUYHU MANMEHTH ce IBSIBa 0J00eH HA TO3U NPH
BB3PACTHH CJIeJl aJJOMeTPHYHO H3MepBaHe HAa TeJeCHOTO Terjio. CbOTBEeTHO HaMaJleHHe
Ha LDL-C 1 TC e 0110 ycTaHOBEHO cJle]l JIeYeHNEeTO ¢ ATOPBACTATHH H O-
XHIPOKCHATOPBACTATHH.
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- {KaxTo ¢ 07100peHO ITOHACTOSIIIIEM | .
5.3 IlpeakJIMHUYHU JAHHU 32 6€30MACHOCT

{KakTo e 0J00peHO TOHACTOSILEM | .

6. DOAPMAIIEBTUYHU JAHHU

6.1 Chnuchbk HAa IOMOUIHUTE BelIECTBA
{KakTo € 07J00peHO MOHACTOSIIIEM } .

6.2 HecbBMecTuMOCTH

{KakTo € 0700peHO MOHACTOSIIIEM } .

6.3 Cpok Ha roaHOCT

{KakTo € 07J00peHO MOHACTOSIIIEM } .

6.4 Crnenuananu ycJOBHS HA CbXpaHEHHe
{KakTo € 07J00peHO MOHACTOSIIIEM } .

6.5 JlaHHH 32 onmaKOBKAaTa

{KakTo € 07J00peHO MOHACTOSIIIEM } .

6.6 CrnenuaaHu MpeANa3HU MEPKH NIPU U3XBHPJIsIHE

{KakTo e 0J00peHO TOHACTOSILIEM | .

7. NNPUTEXATEJI HA PASPEHIEHHUETO 3A YIIOTPEBA
[[a ce mombaHM CHIIIACHO HAIIMOHAIHUTE U3UCKBAHUS |

[Bux IIpunoxxenue | - 1a ce mOmbJIHU CHITIACHO HAITMOHATHUTE U3UCKBAHUA |

8. HOMEP(A) HA PASPEIHIEHUETO 3A YIIOTPEBA

[[a ce mombaHM CHIIIACHO HAIIMOHAIHUTE U3UCKBAHUS |

9. JATA HA TbPBO PASPEINABAHE/ITOJHOBSIBAHE HA PASPEIHIEHUETO 3A
YIIOTPEBA

[I[a CC IIOIIbJIHU CBINIACHO HAIIMOHAJTHUTC I/I3I/ICKBaHI/I$I]

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA
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1. HNME HA JIEKAPCTBEHUSA NIPOAYKT

[Bux IIpunosxenue I - ga ce mOMbJIHMU CHIVIACHO HATMOHAIHUTE U3UCKBAHUA |
Sortis 80 mg ¢punmupanu TabneTku

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

{KakTo e 0J00peHO OHACTOSILEM | .

3. JIEKAPCTBEHA ®OPMA

{KakTto ¢ 0J00peHO TOHACTOSIILIEM | .

4. KJIMHUYHU JAHHHU
4.1 TepaneBTHYHHU NOKA3AHUS

XHUIEPXOJIECTEPOIEMUS

Sortis e moka3aH KaTo JOMBbJIHEHUE KbM AMETaTa 32 HaMalsiBaHe Ha TOBUIIEHHUTE 001 Xonectepon, LDL-
XO0JIECTEPOJI, allOJUIONPOTENH B U TpUIIIMIIepuan IPH HaHHeHEH Bb3PACTHH, MOAPACTBALIHM U /ela HaJ
10-rogumza Bb3pacT ¢ IbPBUYHA XUIIEPXOJIECTEPOIEMHUSI, BKIIOUUTEITHO (haMHUIHA XUTIEPXOIECTEPOTIEMUS
(XeTepo3uroTeH BapuaHT) WM KOMOMHUpaHa (cMeceHa) XxurepaunuaeMus (otrosapsmia Ha tun [la u IIb ot
knacuukanusara Ha Fredrickson), koraTo eekThT Ha AueTaTa M APyruTe HePapMaKOIOTHIHH CPEACTBA €
HEeIOCTAaThYEH.

Sortis e moka3aH chILO U 3a MOHWXaBaHe Ha 00y xonectepor u LDL-C npu matser s Bb3PACTHH C
XOMO3HTIOTHa (haMUIIHA XUIIEPXOJIECTEPOJIEMHSI KaTO JOMbIHEHNE KbM APYTUTE METOIU 32 MOHMKaBaHE Ha

nunuante (Hanpumep adepesa Ha LDL) unu B cirydaute, KOraTo Te3u METOIU ca HEJOCTHITHH.

HDO(bHHaKTHKa Ha CbpACYHO-CHI0BO 3a00JIIBaHE

[IpodunakTuka Ha CHPAEYHO-CHIOBH HHIUACHTH [IPH HALMEHTH, IPH KOUTO € OLIEHEHO, Y€ UMAT BUCOK PUCK
3a IBPBO CHPACYHO-CHA0BO CHOUTHE (BXK. TOUKa 5.1) KaTo NOMbJIHEHHE KbM KOPEKIHUATA HA IPYTHU PUCKOBH
takTopu.

4.2 /lo3MpoBKAa M HAYWH HA NPHJIOKEHHE

{KakTto e 0J00peHO OHACTOSILIEM | .

Ilenunarpuyna ynorpeba

Xunepxonecm epoaemusn:

IIpusiaraneTo Ha JIeKapcTBOTO B NeANATPHUATA TPAOBA Ja ce H3BBPIIBA CAMO OT CHIEHHAJINCT ¢ ONUT B
JIeYeHHeTO HA JeTCKaTa XUIlepJUIuIeMHis KaTo NanMeHTHTe TPsi0Ba 1a 0bAAT NpeleHsABAHN PeI0BHO
10 OTHOLIEHHE HATIPeIbKA HA JIeYeHHeTO.
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IIpu mannenTn Ha 10 1 MOBeYe rOAUHY NMPeNOPbYBAHATA CTAPTOBA 1032 aTOpBacTaTHH ¢ 10 mg nHeBHO
¢ yBean4aBaHe 10 20 mg JHeBHO. YBeJIH4YeHNeTOo OM TPAOBAJIO Ja ce H3BbPIIBA CHIVIACHO
WHIMBHAYAJTHHUS OTTOBOP M MOHOCHMMOCT HA NMalieHTHTe B neauaTtpuara. Madopmanusra 3a
0e30MacHOCTTa NPH NPHJIAraHeTOo Ha 034 Hax 20 mg JHeBHO, OTroBapsimy Ha 0.5 mg/Kr npu naumeHTH
B NIe/INATPUSTA € OTPAHMYCHA.

OnuTthT B neguATpUATA NPHU Aela Mexkay 6- n 10-roanHa BB3pacT e orpaHn4eH (Bxk. pazgen 5.1).
ATOpBACTATHH He Cce MPenopbYBa 32 JieYeHHe HA NanueHTH nox 10-roaMmHa Bb3pact.

Tabaerkure Sortis Morar Ja 0baaT CAbBKAHHM HJIHM MOT'bJIHATH I[€JIH ¢ BOAA MJIM MJISIKO, H MOIaT
aa 0bJAT MPHEMaHH N0 BCSIKO BpeMe Ha JIeHsl ChC WM 0e3 XpaHa.

Jpyru JexkapcTBeHu (pOPMH MO:Ke [1a ¢a NMO-MOAXOAS U MPH TA3U MOMYJIALHUS.

4.3 IIporuBomokaszaHus

{KakTo € 07J00peHO MOHACTOSIIIEM } .

4.4 CroenuaaHy mpeaynpe:KIeHHUs U CIEeIUATHHA NPeANa3H MEPKH NIPU ynorpeda
{KakTo € 0700peHO MOHACTOSIIIEM } .

TlequaTpuyHA VIIOTPEOA

Bce omie HAMa 1aHHY 32 §€30MACHOCTTA HA JIEKAPCTBEHOTO CPEACTBO M0 OTHOIIEHNE HA Pa3BUTHETO
NPH Ta3u nomyaanus (Bx. pasgena 4.8).

4.5 BszauMmopeiicTBHe C APYTH JeKAPCTBEHH NPOAYKTH M APYrH (popMH Ha B3auMoOelCcTBHE
{KakTo e 0J00peHO OHACTOSIILIEM | .

IlequaTpuyHa moMyJIausi

I[IpoyuBaHusi BBPXY JIeKapCTBEHHUTE B3AaUMO/IEICTBHS ca M3BBPIIEHH eIMHCTBEHO NPH Bb3PACTHU.(BIK.
pazaen 4.8). CrenenTa Ha B3aUMO/eliCTBHE B leMaTPUYHATA NONMYJIalUsI He e U3BecTHA. TpsidBa e ce
HMAT NpPeABH/I rOpecnioMeHaTUTe B3aMMOIelCTBUS IPH B3PACTHH M NpeayNnpe:KIeHnusaTa B pa3aen 4.4
NpH NPUJIOKEHNE B MeAUATPUYHATA MOMYJIALUS.

4.6 bpeMeHHOCT U KbpMeHe

{KakTo e 0J00peHO TTOHACTOSIILIEM | .

4.7 EdexTn BBpXy crioco0HOCTTA 32 mo¢upaHe u padoTa ¢ MAIINHA

{KakTo e 0J00peHO OHACTOSILIEM | .

4.8 HexeqaHu JeKapcTBEHU peaKIun

{KakTo € 07J00peHO MOHACTOSIIIEM } .
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IlenquaTpuyHa mONMyJIaIMS

KunauvnaTta 0a3a JaHHH 32 0€30I1aCHOCT BKJIIOYBAT aHHU 32 0e30MacHOCTTA pH 249 manuenTa B
JIeTCKa Bb3pacT, KOMTO €A MOJIYy4YaBaJIl aTOPBACTATHH, OT KOUTO 7 MALMEHTH ca OMJIN MO/ 6-roANIIHA
Bb3pacT, 14 manueHTH Ha Bb3pacT Me:kAy 6 m 9 roqunn, n 228 manuenTu ca ouiun 10 n 17 rogunm.

Hapyienusi Ha HepBHATa cuCTeMa:
YecTH: riaaBsoodoane.

T'acTponHTEeCTHHAJIHU HAPYIIECHUS
YecTn: a0poMHUHAJIHA 00/1KA.

IIpoyuBanus:
YecTHn: noBuIIaBaHe HA aMUHOTpaHcdepa3aTa, NOBHIIABAHE HA cCepyMHaTa KpeaTHHMH(ocPokuHa3a.

Bb3 ocHOBA Ha HAJIMYHHUTE AaHHH, Y€CTOTATa, BUAA U TEKECTTA HA HEKCJIAHUTE PCAKIIUU NIPH
BB3PAaCTHH C€ OYaKBa J1a 0BbJAT CHIIHUTE H npu aena. IlonacTosinmeM HsIMAa roJisiM OIHUT IO OTHOILIEHHE
Ha 0€30I1aCHOCTTA B ABJTOCPOYCH IVIAH NIPH NeAUATPUYHATA NOIyJIalus.

4.9 Ilpeno3upane

{KakTto e 0J00peHO OHACTOSILEM | .

5.  ®APMAKOJIOIMYHU CBOMCTBA
5.1 ®apmakoguHAMHYHH CBOMCTBA
{KakTo € 07J00peHO MOHACTOSIIIEM } .

IlenquaTpuyHa MONMyJIaAIMS

IlequaTpuyHa mONMyJIaIMsI

Xemepozuzomna pamunna xunepxoiecmeponemus npu neouampuiHu nayuenmu na evspacm 6-17
200uHU.

IIpoBeneHo e 8-ceTMIYHO OTBOPEHO NMPOYYBaHe 32 OIleHKAa HA (PapMAaKOKHHETHKATA,
(papmakonmHaMuKaTa 1 0€30NMACHOCTTA HA ATOPBACTATHH NPH JeNa 1 MOAPACTBALIU ¢ TeHETHIHO
J0Ka3aHa XeTePO3UI0THA (paMHIIHA XUIIepXoJecTeposeMusi 1 0a30BM cToifHocT Ha LDL>4 mmol/L
IIpoyuBaneTo o0xBama 39 nena u noapacTBalM Ha Bb3pacT oT 6 10 17 roqunu. Koxopra A Bk/I0OuYBa
15 nena, Ha BB3pacT 6 — 12 roqunu B nbpBH cTagmii mo Tanner. Koxopta b BriaouBa 24 njena Ha
Bb3pact 10 - 17 roqunn B ctaguii mo Tanner>2.

HauannaTa 1032 aTOpBACTAaTHH B KOXOPTa A e 5 mg fHeBHO o (popMaTa Ha TadjaeTKa 32 IbBYeHe U
10 mg nHeBHO B koxopTa b. /lafeHa e Bb3MOKHOCT HAYAJIHATA /1032 /1A Ce YIBOM AKO He € JOCTUrHATA
TapretHara croiHocT 3a LDL-C <3.35 mmol/L Ha 4eTBBpTa ceAMHIIA M AKO ATOPBACTATHHBT Ce
noHacsi 1o0pe.

Cpennure croitnoctn 3a LDL-C, TC, VLDL-C, n Apo B ca Hamasenu npe3 BTopaTa ceIMULa PH
BCHYKH nanueHTu. [Ipu nanueHTHTE, HA KOUTO /103aTAa € OUJIa YIBOEHA, € ONJI0 HADIHIABAHO
JOIbJHUTEIHO HAMAJIeHHe HA CTOMHOCTHTE HA BTOPATA CeAMHMLA IPU MbPBOTO U3MePBaHe cJie/l
NMOBHUILABAHe HA 03aTa. CpeHAaTa CTelneH HA MOHMKABAHE HA CTOIHOCTUTE HA JIUNUAHUTE NapaMeTpu
e 0mJia cX0/HA 3a IBeTe KOXOPTHU 0e3 3HAUeHHUe JAJIU NAallHeHTUTe ca OMJIM OCTABEHU HA TAXHATA
IMbPBOHAYAJHA J03MPOBKA WIHN TA e 0uia yapoeHa. Ha 8-a cetmuia cpenqHara creneH Ha NpoMsiHA HA
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06a3zoBure croifHocTH HAa LDL-C 1 TC e 0nia npubnsuteano cboTtBeTHO 40% 1 30%Han o0cera Ha
Bb3/ieiicTBHe.

Xemepozuzomna pamunna xunepxoiecmeponemus npu neouampuinu nayuenmu na ev3pacm 10-
17 zoounu.

B nBoitHO-cJIs1M0, TUIALE00 KOHTPOJINPAHO POYYBaHe, OCJIeBAHO OT OTBOpeHa (aza Ha
npoy4sanero, 187 MmomueTra 1 MOMHYeTA cJle/l MbPBAaTa MEHCTPyalusi, Ha Bb3pact 10-17
roauHu (cpeaHo 14,1 ronmHu)c XeTepo3uroTHa gpamuiaHa xunepxoJecreposemust (FH) niam
Te:KKa XHIlepxoJiecTepoJieMusi ca OMJIM paHIOMH3UPAaHM Ha aTopBacTaTHH (n=140) nim nianedo
(n=47) 3a 26 cexmMuIH, cJIel KOCTO BCHYKH MOJTy4aBaT aTOPBACTATHH 32 26 ceAMHUIIHA.
Jo3upoBKaTa Ha aTOPBACTATHH (BeHbK CHeBHO) e 10 mg 3a mbpBHUTe 4 ceaMUIM U
nocJeABaIo yseanyasane 10 20 mg B cay4daii ye LDL-C nuBara ca >3.36 mmol/l.
ATOpBACTATHH CUTHH(HUKATHO HAMAJISIBA IIJIAa3MeHUTe HUBA Ha o0mms xouaectepoJa, LDL-C,
TPUIJIMIEPHINTE W alloJMIIONPOTeHH B mpe3 mbpBHTe 26 ceAMMUIIM Ha IBOWHO-cJIsNaTA (pa3a.
Cpennarta nocturnara croiiHocT Ha LDL-C e 3.38 mmol/l (range: 1.81-6.26 mmol/l) B rpynara
HAa aTOPBACTATHH cpaBHeHa ¢ 5.91 mmol/l (range: 3.93-9.96 mmol/l) B niianedo rpynara npe3
26-ceaMu4YHATAa IBOMHO-Casna (a3a.

JonmbJIHMTETHO EANATPHYHO MPOYYBAHEe HA ATOPBACTATHH CPeLLy KOJECTHIIO NPH NAlMeHTH
Ha Bb3pacT 10-18 roqunn ycranoBsiBa, ye aropBactaTud (N=25) npeqn3BHKBa CHTHU(HKAHTHO
Hamasienne Ha LDL-C na 26-ta ceqmuna (p<0.05), cpaBHeH ¢ kosaectunoa (N=31).

IIpoyuBane 3a ,,MHJIOCHPAHA YNIOTpe0a” NMPH NalMEHTH € TeKKa XHIIePXoJiecTepoJieMust
(BKJIIOYHTETHO XOMO3UTOTHA XMIIEPXO0JiecTepoJieMis) BKIKYBAII0 46 meMaTPUYHU NANMEHTH
JIEKYBAHH C AaTOPBACTATHH B 3ABHCUMOCT OT 0TTOBOPa (HSIKOM MalfeHTH ca npuemMaau 80 mg
atopBacTaTuH AHeBHO). [IpoyuBaneTo npoab/kaBa 3 ronnan: LDL-xoJsiecTtepoasT e HamaJieH ¢
36%.

JAbarocpoynara epuKacHOCT HA Tepanus ¢ aTOPBACTATHH B J€TCKAa Bb3PaCT 32 HAMAJISIBaHe HA
3260J1eBaeMOCTTa M CMBPTHOCTTA B 3psijia BH3PACT He € YCTAHOBEHA.

EBponeiickaTa areHnus 1o JieKapcTBaTa e 0TJI0KHJIa 3aAbJKeHHETO 32 NMoAaBaHe Ha pe3yJITaTH
OT IIPOYYBAHMSA C ATOPBACTATHH NpH Aena ot ( 10 6-rogumIHa Bb3pacT NPH JedeHHne Ha
XeTepo3uroTHa (paMHJIHA XHIIePX0JecTepoIeMusi, KaKTo U npu gena ot 0 xo 18-rogummna
BB3pacT IIPH JIeYeHHETO HA XOMO3UI0THA (paMHITHA XHIIepPX0JecTepoaeMus, KOMOMHUpPaHa
(cMeceHa) XHIepXoJecTepoaeMHusi, TbPBUYHA XUIIEPX0JecTepoJIeMHusl M MPeBeHIUATA Ha
ChPACYHO-CHAOBH CHOMTHA (BK. pazaes 4.2 3a nHpopManus 3a neHATPHYHATA yOoTpebda).

5.2 ®apMakoKHWHETHYHH CBOICTBA
{KakTo € 07J00peHO MOHACTOSIIIEM } .

Ocobenu epynu nayuenmu

{KakTo e 0J00peHO OHACTOSILIEM | .

— Ilenuatpus: FUHH - B oTBOpeEHO, 8-
Cce/IMHYHO NPOYYBaHe, NeAUATPUYHH NAlUeHTH (HA Bb3pacT 6-17 roaunm) 1 craauii mo
Tanner (N=15) u craaunii no Tanner >2 (N=24) ¢ xeTepo3uroTHa (paMujHa
XHIepxoJiecTeposieMust 1 0CHOBHH cToiiHOCcTH Ha LDL-C >4 mmol/L ca sexyBaHu ¢ S wimn
10 mg TabJieTKH 3a AbBYEHe WJIN CbOTBeTHO 5 nin 10 mg puiiMupanm TadJeTKH
aTOPBACTATHH BeHbK THeBHO. ENNHCTBeHAaTa 3HAYUTETHA IPOMSIHA BbB
(hapMakOKMHETHYHMSA MOJeJ HA TONMYJANMATA JIEKYBAHA C ATOPBACTATHH € TeJeCHATA
Maca. OpaJHUAT KJIHPBHC NPH NeAMATPUYHU MANMEHTH ce IBSIBa 0J00eH HA TO3U NPH
BB3PACTHH CJIeJl aJJOMeTPHYHO H3MepBaHe HAa TeJeCHOTO Terjio. CbOTBEeTHO HaMaJleHHe
Ha LDL-C 1 TC e 0110 ycTaHOBEHO cJle]l JIeYeHNEeTO ¢ ATOPBACTATHH H O-
XHIPOKCHATOPBACTATHH.
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- {KaxTo ¢ 07100peHO ITOHACTOSIIIIEM | .
5.3 IlpeakJIMHUYHU JAHHU 32 6€30MACHOCT

{KakTo e 0J00peHO TOHACTOSILEM | .

6. DOAPMAIIEBTUYHU JAHHU

6.1 Chnuchbk HAa IOMOUIHUTE BelIECTBA
{KakTo € 07J00peHO MOHACTOSIIIEM } .

6.2 HecbBMecTuMOCTH

{KakTo € 0700peHO MOHACTOSIIIEM } .

6.3 Cpok Ha roaHOCT

{KakTo € 07J00peHO MOHACTOSIIIEM } .

6.4 Crnenuananu ycJOBHS HA CbXpaHEHHe
{KakTo € 07J00peHO MOHACTOSIIIEM } .

6.5 JlaHHH 32 onmaKOBKAaTa

{KakTo € 07J00peHO MOHACTOSIIIEM } .

6.6 CrnenuaaHu MpeANa3HU MEPKH NIPU U3XBHPJIsIHE

{KakTo e 0J00peHO TOHACTOSILIEM | .

7. NNPUTEXATEJI HA PASPEHIEHHUETO 3A YIIOTPEBA
[[a ce mombaHM CHIIIACHO HAIIMOHAIHUTE U3UCKBAHUS |

[Bux IIpunoxxenue | - 1a ce mOmbJIHU CHITIACHO HAITMOHATHUTE U3UCKBAHUA |

8. HOMEP(A) HA PASPEIHIEHUETO 3A YIIOTPEBA

[[a ce mombaHM CHIIIACHO HAIIMOHAIHUTE U3UCKBAHUS |

9. JATA HA TbPBO PASPEINABAHE/ITOJHOBSIBAHE HA PASPEIHIEHUETO 3A
YIIOTPEBA

[I[a CC IIOIIbJIHU CBINIACHO HAIIMOHAJTHUTC I/I3I/ICKBaHI/I$I]

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA
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INPOMEHMU, KOUTO HIE BBJIAT BKJIIOYEHU B CbOTBETHUTE TOYKH HA
JIMCTOBKATA
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JIMCTOBKA: UHO®OPMAIUS 3A HIOTPEBUTEJIA
SORTIS 10 mg ¢pnamupanu TadaeTKkn
ATtopBacTaTHH Kaauuii (Atorvastatin calcium)

IIpouyeTeTe BHUMATEIHO USJIATA JUCTOBKA NMPEIN /1a 3all0YHETe 14 PUeMaTe TOBA JIeKAPCTBO.
- 3amazere Ta3u JMCTOBKA. MOXKe Jja MMOKeNaeTe 1 s MPOYEeTeTe OTHOBO.

- Axko mMare TOTBJIHUTEITHU BBIIPOCH, IoNuTaliTe Bammus gexap wim papMarieBT.

- Toa nekapcTBO € npeanucaHo Ju4yHo Ha Bac. He ro nasaiite Ha npyru xopa. To Moxe J1a UM
HaBpeIX IOPH KOTaTo TEXHHUTE OIUIAKBAaHUS ca ChIIUTE KaTo BammuTe.

- AKO HSKOSI OT HEXXEJIAHUTE PEAKIIMK CTAaHE CSPHO3HA WIIH 3a0CIICKUTE IPYTH, HEOMTUCAHH B Ta3U
JUCTOBKA HEXEIIaHU PEaKliu, MOJIs, yBenoMete Bamus nekap wiu gpapMariesT.

B Ta3u aucroBKa:

Kaxso mpencrasissea SORTIS u 3a kakBo ce u3mo3ea
IIpenu na 3anounete mxa npuemate SORTIS

Kaxk Tps6Ba ma ce mpuema SORTIS

BBb3MOXHU HEXETaH! peaKIuu

Coxpanssane Ha SORTIS

JombnauTtenHa nHGopMarus

SNk W=

1. KAKBO IIPEJCABJISIBA COPTUC U 3A KAKBO CE U3I10JI3BA

{KakTo € 07J00peHO MOHACTOSIIIEM } .

2. HOPEJIU JA IPUEMETE COPTHUC

{KakTo € 0700peHO MOHACTOSIIIEM }.

3. KAK JJA TIPUEMATE COPTHUC

Oo6uyaitHara HagainHa mo3a Ha SORTIS e 10 mg eqHOKpaTHO JHEBHO NMPH BH3PACTHHU M Aena Hag 10-
roJNIIHAa Bb3pacT. Ts Moxe Jia Objie IOBHUIIIEHA, aKO € He0OX0IUMO, OT Barms jiekap, 0KaTo He
npreMare KOJIMYeCTBOTO, OT KOETO ce HyXKJaeTe. BaimusT jgekap 1e ajantupa J03UpoBKaTa Ha
WHTEPBAIH OT 4 CeIMUITU WK moBedue. MakcnmanHaTa 103a Ha SORTIS e 80 mg emHokpaTHO THEBHO

34 Bb3paCTHHU U 20 mg ¢IHOKpPaTHO JHEBHO 3a jicua.

{KakTo e 0J00peHO OHACTOSIILIEM | .

4. BBb3MOXKHU HEXEJAHU PEAKIIMN

{KakTo e 0J00peHO TOHACTOSIILIEM | .

5. KAK JA CbXPAHSBATE SORTIS

{KakTo € 07J00peHO MOHACTOSIIIEM } .
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6. JOIBJHUTEJHA UHO®OPMALIUS
Kakso ceabpaxa SORTIS
{KakTo e 0J00peHO OHACTOSILEM | .

JlekapcTBeHus MPOAYKT ce mpeayiara karo S mg, 10 mg, 20 mg u 40 mg TadJieTKH 3a IbBUYEHE
and 10 mg, 20 mg, 40 mg u 80 mg ¢puaMupanu TadIeTKH.

IIpuTtexaTes Ha pa3pelIeHHETO 32 yoTpeda U NPOU3BOAUTE
[Buxte IIpunoxenue I - ga ce mombJIHU CHITIACHO HAIMOHATHUTE U3UCKBAHUA |

To3u nNpoayKT e pa3pelneH 3a ynorpeda B crpanute 4wieHkd Ha EC u cTrpanuTe ot
€BpONelicKOTO HKOHOMHMYECKO MPOCTPAHCTBO IO/ CJIeJHATEe ThPrOBCKH HMEHA:

{KakTo e 0J00peHO OHACTOSIILIEM | .
JlaTa Ha mocJeHO 000peHe HA JINCTOBKATA {MM /TTTT}.

[I[a CC IIOIIbJIHU CBINIACHO HAITMOHAJTHUTC I/I3I/ICKBaHI/I$I]
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JIMCTOBKA: UHO®OPMAIUS 3A HIOTPEBUTEJIA
SORTIS 20 mg ¢puamupanu TadaeTkn
ATtopBacTaTHH Kaauuii (Atorvastatin calcium)

IIpouyeTeTe BHUMATEIHO USJIATA JUCTOBKA NMPeEIN /1a 3all0YHETe 1A PUeMaTe TOBA JIEeKaAPCTBO.
- 3amazerte Ta3u JMCTOBKA. MOXKe Jja MOKeNaeTe /1 sl MPOYETeTe OTHOBO.

- Axo mMare TOTBJIHUTEITHU BBIIPOCH, IonuTaliTe Bamms nexap wim papmMarieBT.

- Toa nekapcTBO € npeanucaHo Ju4yHo Ha Bac. He ro nasaiite Ha npyru xopa. To Moxe J1a UM
HaBpeIX JOPH KOTaTo TEXHHUTE OIUIAKBAaHHUS ca ChIIUTE KaTo BammuTe.

- AKO HSKOS OT HEXXEJIAaHUTE PEAKIIMK CTAaHE CSPHO3HA WIIH 3a0CNICKUTE IPYTH, HEOMTUCAHH B Ta3U
JUCTOBKA HEXEIIaHU PEaKIiu, MOJIsl, yBenoMete Bamus nekap wiu gpapMariesT.

B Ta3u i1ucToBKa:

Kaxso mpeacrasnsasa SORTIS u 3a kakBo ce u3nonsna
IIpenn na npuemere SORTIS

Kax na mpuemare SORTIS

BBb3MOXHUN HEXelTaH! peaKiuu

Kak na cexpanssare SORTIS

JlonbiHuTETHA WHGOPMAITUSL

IR

1. KAKBO IIPEJCABJISIBA COPTUC U 3A KAKBO CE U3I10JI3BA

{KakTo € 07100peHO MOHACTOSIIIEM } .

2. HPEJIU JA IPUEMETE COPTHUC

{KakTo € 07100peHO MOHACTOSIIIEM } .

3. KAK JJA TIPUEMATE COPTHUC

Oo6uyaitrara HavainHa mo3a Ha SORTIS e 10 mg eqHOKpaTHO JHEBHO NMPH BH3PACTHHU M Aena Hag 10-
roJNIIHAa Bb3pacT. Ts Moxe Jia Objie IOBHUIIIEHA, aKO € He0OX0IUMO, OT Barms jiekap, 0KaTo He
npreMare KOJIMYeCTBOTO, OT KOETO ce HyXKJaeTe. BaimusT jgekap 1e ajantupa J03UpoBKaTa Ha
WHTEPBAIH OT 4 CeIMUITU WK moBedue. MakcnmanHaTa 103a Ha SORTIS e 80 mg emHokpaTHO THEBHO

34 Bb3paCTHHU U 20 mg ¢IHOKpPaTHO JHEBHO 3a jicua.

{KakTo e 0J00peHO OHACTOSIILIEM | .

4. BBH3MOKHU HEXKEJIAHU PEAKIIUN

{KakTo e 0J00peHO OHACTOSILIEM | .

5. KAK JJA CbXPAHSBATE SORTIS

{KakTo € 0700peHO MOHACTOSIIIEM } .
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6. JOI'BJHUTEJIHA NHO®OPMALUS
Kakso ceabpaxa SORTIS
{KakTo e 0J00peHO OHACTOSILEM | .

JlekapcTBeHus MPOAYKT ce mpeayiara karo S mg, 10 mg, 20 mg u 40 mg TadJieTKH 3a IbBUYEHE
and 10 mg, 20 mg, 40 mg u 80 mg puaMupaHu TadIeTKH.

IMpuTe:kaTen u NpoU3BOAUTE
[BuxTe IIpunoxenue I - ga ce mombJIHU CHITIACHO HAITMOHATHUTE U3UCKBAHUA |

To3u NpoayKT e pa3pelneH 3a ynorpeda B crpanute 4wieHku Ha EC u cTrpanuTe ot
€BpONelicKOTO HKOHOMMYECKO MPOCTPAHCTBO IO/ CJIeJHATEe ThPrOBCKH HMeHa:

{KakTo e 0J00peHO OHACTOSILEM | .
JaTa Ha nocJjieqHo 0100peHNe HA JTUCTOBKATA {MM /ITIT}.

[I[a CC IIOIIbJIHU CBINIaCHO HAIIMOHAJTHUTC I/I3I/ICKBaHI/I$I]
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JIMCTOBKA: UHO®OPMAIUS 3A HIOTPEBUTEJIA
SORTIS 40 mg ¢puamupanu TadaeTKkn
ATtopBacTaTHH Kaauuii (Atorvastatin calcium)

IIpouyeTeTe BHUMATEIHO USJIATA JUCTOBKA NMPEIN /1a 3all0YHETe 14 PUeMaTe TOBA JIeKAPCTBO.
- 3amazere Ta3u JMCTOBKA. MOXKe Jja MMOKeNaeTe 1 s MPOYEeTeTe OTHOBO.

- Axko mMare TOTBJIHUTEITHU BBIIPOCH, IoNuTaliTe Bammus gexap wim papMarieBT.

- Toa nekapcTBO € npeanucaHo Ju4yHo Ha Bac. He ro nasaiite Ha npyru xopa. To Moxe J1a UM
HaBpeIX IOPH KOTaTo TEXHHUTE OIUIAKBAaHUS ca ChIIUTE KaTo BammuTe.

- AKO HSKOSI OT HEXXEJIAHUTE PEAKIIMK CTAaHE CSPHO3HA WIIH 3a0CIICKUTE PYTH, HEOMTUCAHH B Ta3U
JUCTOBKA HEXEIIaHU PEaKliu, MOJIs, yBenoMete Bamus nekap wiu gpapMariesT.

B ta3u a1ucToBKa:

Kaxso mpeacrasnsasa SORTIS u 3a kakBo ce u3nonsna
IIpenn na npuemere SORTIS

Kax na mpuemare SORTIS

BBb3MOXHUN HEXelTaH! peaKiuu

Kak na cexpanssare SORTIS

JlonbiHuTETHA WHGOPMAITUSL

IR

1. KAKBO IIPEJCABJISIBA SORTIS U 3A KAKBO CE U3I10JI3BA

{KakTo € 07100peHO MOHACTOSIIIEM } .

2. HOPEJIA JA ITPUEMETE SORTIS

{KakTo € 07J00peHO MOHACTOSIIIEM } .

3. KAK JJA TIPUEMATE SORTIS

O6uyaitaara HavanHa mo3a Ha SORTIS e 10 mg eqHOKpaTHO JHEBHO NMPH BH3PACTHHU M Aena Hag 10-
roJuIIHa Bb3pact. Ts Moxke J1a Ob/ie TIOBUIIIEHA, aKo € HeOOX0AuMO, OT Barms nekap, J10KaTo He
npreMare KOJIMYeCTBOTO, OT KOETO ce HyKJIaeTe. Bamusr jekap 1e ajantupa J03upoBKaTa Ha
WHTEPBAIH OT 4 CeIMUITH WK IToBeue. MakcumanHaTa no3a Ha SORTIS e 80 mg emHokpaTHO THEBHO

34 Bb3paCTHHU U 20 mg ¢IHOKPaTHO JHEBHO 3a jicua.

{KakTo e 0J00peHO OHACTOSIIIEM | .

4. BBb3MOKHU HEXKEJIAHU PEAKIIUN

{KakTo e 0J00peHO OHACTOSILIEM | .

5. KAK JJA CbXPAHSBATE SORTIS

{KakTo € 07J00peHO MOHACTOSIIIEM } .
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6. JOI'bJJHUTEJHA UH®OPMAIUA
Kakso ceabpaxa SORTIS
{KakTo e 0J00peHO OHACTOSILEM | .

JlekapcTBeHUsI MPOAYKT ce mpeayiara karo S mg, 10 mg, 20 mg u 40 mg TadJieTKH 3a IbBUYEHE
and 10 mg, 20 mg, 40 mg u 80 mg puaMupaHu TadIeTKH.

IIputexaTes Ha pa3pelieHHETO 32 yoTpeda U NPOU3BOAUTET
[Bux IIpunosxenue I - ga ce mOmbJIHMU CHINIACHO HAITMOHAHUTE U3UCKBAHUA |

To3u NpoayKT e pa3pelneH 3a ynorpeda B crpanute 4wieHkd Ha EC u cTrpanuTe ot
€BpONelicKOTO HKOHOMHMYECKO MPOCTPAHCTBO IO/ CJIeJHATEe ThPrOBCKH HMEHA:

{KakTo e 0J00peHO OHACTOSIILIEM | .
JlaTa Ha mocJeHO 000peHe HA JINCTOBKATA {MM /TTTT}.

[I[a CC IIOIIbJIHU CBINIACHO HAITMOHAJTHUTC I/I3I/ICKBaHI/I$I]
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JINCTOBKA: UHO®OPMALUS 3A IOTPEBUTEJIA
SORTIS 80 mg ¢pnamupanu TadaeTkn
ATtopBacTaTHH Kaaunuii (Atorvastatin calcium)

IIpouyeTeTe BHUMATEIHO USJIATA JUCTOBKA NMPEIN /1a 3all0YHETe 1A PUeMaTe TOBA JIEKaAPCTBO.
- 3amazere Ta3u JMCTOBKA. MOXKe Jja MMOKeNaeTe [ s MPOYETeTe OTHOBO.

- AKko mMare TOTBJIHUTEITHU BBIIPOCH, IonuTaliTe Bamms nexap wim apmMareBT.

- Toa nekapcTBO € npeanucaHo Ju4Ho Ha Bac. He ro nasaiite Ha npyru xopa. To Moxe 1a UM
HaBpeIIX JOPH KOTaTo TEXHHUTE OIUIAKBAaHHUS ca ChIIUTE KaTo BammuTe.

- AKO HSKOS OT HEXXEJIAHUTE PEAKIIMK CTAaHE CSPHO3HA WIIH 3a0CNICKUTE IPYTH, HEOMTUCAHH B Ta3U
JUCTOBKA HEXEIIAaHU PeaKIliy, MOJIsl, yBenoMete Bammus nekap wiu gpapMariesT.

B Ta3u i1ucToBKa:

Kaxkso mpeacrasnsasa SORTIS u 3a kakBo ce u3non3na
IIpenn na mpuemere SORTIS

Kax na mpuemare SORTIS

BBb3MOXHUM HEXelTaH! peaKiuu

Kak na cexpanssare SORTIS

JlobiHAUTETHA WHGOPMAITUSL

AN

1. KAKBO IIPEJCABJISIBA SORTIS U 3A KAKBO CE U3I10JI3BA

{KakTo € 07100peHO MOHACTOSIIIEM } .

2. HOPEJIA JA ITIPUEMETE SORTIS

{KakTo € 0J00peHO OHACTOSILEM | .

3. KAK JJA TIPUEMATE SORTIS

Oo6uyaitrara HavainHa mo3a Ha SORTIS e 10 mg eqHOKpaTHO JHEBHO MPH BH3PACTHHU M Jela Haj
10-rogumna Bb3pact. Ts Moxe ga ObJe TOBUIIICHA, aKO € Heo0X0IMMo, OT Bamus gekap, 1okaTo He
npreMare KOJIMYeCTBOTO, OT KOETO ce HyXKJIaeTe. BaimusT jgekap 1e ajantupa J03UpoBKaTa Ha
WHTEPBAIH OT 4 CeIMUITH WK IoBede. MakcumanHaTa no3a Ha SORTIS e 80 mg emHoKpaTHO THEBHO

34 Bb3paCTHHU U 20 mg ¢IHOKPaTHO JHEBHO 3a acua.

{KakTo € 07J00peHO MOHACTOSIIIEM } .

4. BBb3MOKHU HEXKEJIAHU PEAKIIUN

{KakTto e 0J00peHO OHACTOSIILIEM | .

5. KAK JJA CbXPAHSIBATE SORTIS

{KakTto e 0J00peHO OHACTOSIILIEM | .
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6. JOI'bJJHUTEJHA UH®OPMAIUA
Kakso ceabpaxa SORTIS
{KakTo e 0J00peHO OHACTOSILEM | .

JlekapcTBeHUsI MPOAYKT ce mpeayiara karo S mg, 10 mg, 20 mg u 40 mg TadJieTKH 3a IbBUYEHE
and 10 mg, 20 mg, 40 mg u 80 mg puaMupaHu TadIeTKH.

IIputexaTes Ha pa3pelieHHETO 32 yoTpeda U NPOU3BOAUTET
[Bux IIpunosxenue I - ga ce mOmbJIHMU CHINIACHO HAITMOHAHUTE U3UCKBAHUA |

To3u NpoayKT e pa3pelneH 3a ynorpeda B crpanute wieHkd Ha EC u cTrpanuTe ot
€BpONelicKOTO HKOHOMHMYECKO MPOCTPAHCTBO IO/ CJIeJHATEe ThPrOBCKH HMEHA:

{KakTo e 0J00peHO OHACTOSIILIEM | .
JlaTa Ha mocJeHO 000peHe HA JINCTOBKATA {MM /TTTT}.

[I[a CC IIOIIbJIHU CBINIACHO HAITMOHAJTHUTC I/I3I/ICKBaHI/I$I]
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NNPUJIOKEHMUE 111

YCJIOBUS HA PASBPEHIEHUETO 3A YIIOTPEBA
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Hanmonanuure 3apaBHM BIacTH TPAOBa Ja OCUTYPST CIIa3BaHETO Ha CICIHUTE YCIOBHS OT
[Ipurexarens na Pazpemenuneto 3a Ynorpeba:

o [logamane Ha Ilran 3a ympaBienue Ha pucka (MM HETOBA aKTyasIn3alius) 3a Sortis 1
CBBP3aHHUTE THPTOBCKH MMEHA Ha HAI[MOHAITHO HUBO, B3UMANKHU TPEBUI HOBUTE
NeAMAaTPUYHU TaHHHU 1 npenopbkure Ha CHMP. [TnansT 3a ympaBiieHue Ha prcka TpsOBa 1a
BKJIFOYBA aKTUBHOTO KJIIMHHYHO TpoyuBane A2581173 (3-roaumiHo npoydBaHe Ha
0e30MacHOCTTa U TPOCTIEIABAIIO TPOYIBAHE Ha e(PEKTUBHOCTTA Ha JICYSHUETO C
aTOPBACTATHH IIPH €A U MOAPACTBAIIM MEXIY 6 ¥ 18 roJuHM ¢ XeTepO3UroTHa (haMHUIIHA
XUTIEPXOJICCTEPOICMELS ).

e [IpomsHa Ha meproAMKaTA Ha TIOJJaBaHe HA TIEPUOIUIHH TOKIaau 3a 6e3omacHoct (I1/1b) 3a
Sortis ¥ CBBEpP3aHNTE THPTOBCKH NMEHA KaKTO CIIC/IBA:
o IMecr meceunu ITJIb 10 nocTUrane Ha ABE TOJMIIIEH ONUT C MeAUATPUYHATA
nuaukamums B EC
o Tomgumnm ITIb npe3 cineaBanuTe 1Be rOAUHN
o Cren ToBa Ha 3-TOIMUIITHA UHTEPBAIH
I11b TpsbBa na Ob1aT POKYCHPAHU BHPXY NEAUATPHYHATA IOy AL,
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