Santiago, 25 de Junio de 2013
D.T. N° 213/13

Doctora

Q.F. Elizabeth Armstrong.
Jefe ANAMED

Instituto de Salud Publica
PRESENTE

Ref.: Informa fabricantes de principio activo para los productos farmacéuticos
reqgistrados y comercializados. '

Estimado Dr. Armstrong:

Por medio de la presente enviamos a usted en formato de CD los fabricantes
de principio activo de los productos registrados por Roche Chile Ltda.

Referente al producto Zenapax solucion inyectable para infusion intravenosa
25mg/5mL, N° Registro B-530/10 informamos a usted que este producto se encuentra
discontinuado a nivel global, es por esto que no se envia el fabricante de principio
activo.

Agradeciendo de antemano la favorable acogida, saluda muy atentamente,

ROCHE CHILE LTDA.

esca Pichara R.
irectora Técnica

o

4v“/‘
FP/pu
Adj.: Lo citado
Roche Chile Limitada Av. Cerro El Plomo 5630 - Piso 12 Tel.: (56-2) 441 3200
Edificio Las Artes - Las Condes Fax: (56-2) 441 3637

Santiago - Chile



NOMBRE PRODUCTO

CONCENTRACION

PA

N° REGISTRO

FABRICANTE PA 1

FABRICANTE PA 2

FABRICANTE PA 3

FABRICANTE PA 4

FABRICANTE PA 5

FABRICANTE PA 6

CON SOLVENTE

ACANTEX POLVO PARA SOLUCION INYECTABLE .M.

Ceftriaxona

F-5393/10

DSM Nutritional Products AG
Zweigniederlassung Werk
Sisseln
Hauptstrasse 4
CH-4334 Sisseln
Switzerland

ACANTEX POLVO PARA SOLUCION INYECTABLE 1.V.
CON SOLVENTE

Ceftriaxona

F-5392/10

DSM Nutritional Products AG
Zweigniederlassung Werk
Sisseln
Hauptstrasse 4
CH-4334 Sisseln
Switzerland

ACANTEX POLVO PARA SOLUCION INYECTABLE V.
CON DISOLVENTE

500 mg

Ceftriaxona

F-5394/10

DSM Nutritional Products AG
Zweigniederlassung Werk
Sisseln
Hauptstrasse 4
CH-4334 Sisseln
Switzerland

ACTEMRA CONCENTRADO PARA SOLUCION PARA
INFUSION

80 mg/4 ml

Tocilizumab

B-2100/09

Utsunomiya Plant
Chugai Pharma Manufacturing
Co, Ltd.

16-3 Kiyohara Kogyodanchi
Utsunomiya-city, Tochigi, 321-
3231, Japan

ACTEMRA CONCENTRADO PARA SOLUCION PARA
INFUSION

200mg/10ml

Tocilizumab

B-2101/09

Utsunomiya Plant
Chugai Pharma Manufacturing
Co, Ltd.

16-3 Kiyohara Kogyodanchi
Utsunomiya-city, Tochigi, 321~
3231, Japan

ACTEMRA CONCENTRADO PARA SOLUCION PARA
INFUSION

400mg/20ml

Tocilizumab

B-2102/09

Utsunomiya Plant
Chugai Pharma Manufacturing
Co, Ltd.

16-3 Kiyohara Kogyodanchi
Utsunomiya-city, Tochigi, 321-
3231, Japan

AVASTIN CONCENTRADO PARA SOLUCION PARA
INFUSION

100 mg/4 ml

Bevacizumab

B-1862/10

Genentech Inc
100 New Horizons Way
Vacaville, CA 95688
USA

Genentech Inc
Antibody Way
Ocenside, CA 92056
USA

F. Hoffmann - LaRoche Ltd
Grenzacherstrasse 124
CH-4070 Basel
Switzerland

Roche Singapore Technical
Operations, Pte, Ltd
10 Tuas Bay Link Singapore
637394Singapore

AVASTIN CONCENTRADO PARA SOLUCION PARA
INFUSION

400 mg/16ml

Bevacizumab

B-1863/10

Genentech Inc
100 New Horizons Way
Vacaville, CA 95688
USA

Genentech Inc
Antibody Way
Ocenside, CA 92056
USA

F. Hoffmann - LaRoche Ltd
Grenzacherstrasse 124
CH-4070 Basel
Switzerland

Roche Singapore Technical
Operations, Pte, Ltd
10 Tuas Bay Link Singapore
637394Singapore

BACTRIMEL SOLUCION INYECTABLE

400/80 mg

Trimetoprima

F-2575/09

Productos Roche Quimicos e
Farmaceuticos SA
Avenida Engenheiro Billings
1729- Jaguare
Sao Paulo
Brazil

IPCA Laboratories Ltd
P.O. Sejavta
IND-457002 Ratlam, Madhya
Pradesh
India

Southwest Synthetic Pharmaceutical

Corporation Ltd
Luoqi TownshipRC-401137
Chonggqing City, Yubei District
China

Micromacinazione SA
Via Cantonale
6995 Molinazzo di Monteggio
Switzerland




CELLCEPT CAPSULAS

Ireland

NOMBRE PRODUCTO CONCENTRACION PA N° REGISTRO FABRICANTE PA 1 FABRICANTE PA 2 FABRICANTE PA 3 FABRICANTE PA 4 FABRICANTE PA 5 FABRICANTE PA 6
Virchow Laboratories Ltd . .
Cenexi SAS Plot N°4 to 10, S. V. Cooperative Southwest SYnthe“F Phermeceitical Micromacinazione SA
; Corporation Ltd X
400/80 mg Sulfametoxazol F-2575/09 52, rueM.et.. Gaucher‘ Indlgtrial l?state Luoqi TownshipRC-401137 V{a Canlo‘nale .
94120 Fontenay- sous- Bois DA, Jeedimetla Chongaing City, Yubei District 6995 Molinazzo di Monteggio
France IND-500055 Hyderabad China Switzerland
BACTRIMEL SOLUCION INYECTABLE India
e ROCh? Quimicas. ¢ IPCA Laboratories Ltd Southwest Synthetic Pharmaceutical . L
Farmaceuticos SA R X Micromacinazione SA
; ; Avenida Engenheiro Billings 0. Scjata CorporatAlon o Via Cantonale
800/160 mg Trimetoprima F-4155/10 IND-457002 Ratlam, Madhya Luoqi TownshipRC-401137 : : :
1729- Jaguare ; : P 6995 Molinazzo di Monteggio
Pradesh Chongging City, Yubei District |
Sao Paulo india China Switzerland
BACTRIMEL FORTE COMPRIMIDOS RECUBIERTOS Brazil
. Virchow Lascratpllcs Lo Southwest Synthetic Pharmaceutical . L
Cenexi SAS Plot N°4 to 10, S. V. Cooperative . Micromacinazione SA
52, rue M. et J. Gaucher Industrial Estate Corporation Lt Via Cantonale
800/160 mg Sulfametoxazol F-4155/10 s . X Luoqi TownshipRC-401137 i : 2
94120 Fontenay- sous- Bois L.D.A, Jeedimetla Chongaing City, Yubei District 6995 Molinazzo di Monteggio
France IND-500055 Hyderabad China Switzerland
BACTRIMEL FORTE COMPRIMIDOS RECUBIERTOS India
Merck Sante SAS
2,6/500 mg Metformina F-11940/12 SafiuE C'e”éimger F-62100
Bl - EUGLUCON M COMPRIMIDOS RECUBIERTOS France
Roche Diagnostics GmbH DIPHARMA FRANCIS S.r.|
Sandhofer Strabe 116 Via Bissone 5
2,6/500 mg Glibenclamida F-11940/12 68305 Manheim 20021 aranzate (M)
Bl - EUGLUCON M COMPRIMIDOS RECUBIERTOS Germany Italy
Merck Sante SAS
5,0/500 mg Metformina F-11941/12 Bt LR
CALAIS
Bl - EUGLUCON M COMPRIMIDOS RECUBIERTOS France
Roche Diagnostics GmbH DIPHARMA FRANCIS S.r.|
Sandhofer Strabe 116 Via Bissone 5
5,0/500 mg Glibenclamida F-11941/12 305 Miaraim 20021 aranzate (M)
Bl - EUGLUCON M COMPRIMIDOS RECUBIERTOS Germany Italy
Roche Diagnostics GmbH F. Hoffmann - LaRoche Ltd
i 6 mg/6 ml Acido Ibandrénico F-15354/10 Sandhofer Slrab? 116 Grenzacherstrasse 124
BONDRONAT CONCENTRADO PARA SOLUCION 68305 Manheim CH-4070 Basel
INYECTABLE Germany Switzerland
Roche Diagnostics GmbH F. Hoffmann - LaRoche Ltd
. . Sandhofer Strabe 116 Grenzacherstrasse 124
50 mg Acido Ibandrénico F-15353/10 68305 Manheim CH-4070 Basel
BONDRONAT COMPRIMIDOS RECUBIERTOS Germany Switzerland
Roche Diagnostics GmbH F. Hoffmann - LaRoche Ltd
150 mg Acido Ibandrénico F-15366/10 Sandhofer Strabe? 116 Grenzacherstrasse 124
68305 Manheim CH-4070 Basel
BONVIVA COMPRIMIDOS RECUBIERTOS Germany Switzerland
Roche Diagnostics GmbH F. Hoffmann - LaRoche Ltd
3 mg/a ml Kl bandrgiico F-16113/12 Sandhofer Sirabc.e 116 Grenzacherstrasse 124
68305 Manheim CH-4070 Basel
BONVIVA SOLUCION INYECTABLE Germany Switzerland
Roche Ireland Ltd.
250 mg Micofenolato mofetil F-8122/11 Claracastle, County Clare




NOMBRE PRODUCTO

CONCENTRACION

PA

N° REGISTRO

FABRICANTE PA 1

FABRICANTE PA 2

FABRICANTE PA 3

FABRICANTE PA 4

FABRICANTE PA 5

FABRICANTE PA 6

CELLCEPT COMPRIMIDOS RECUBIERTOS

500 mg

Micofenolato mofetil

F-0357/13

Roche Ireland Ltd.
Claracastle, County Clare
Ireland

COPEGUS COMPRIMIDOS RECUBIERTOS

200 mg

Rivabirina

F-14244/09

F. Hoffmann - LaRoche Ltd
Grenzacherstrasse 124
CH-4070 Basel
Switzerland

Star Lake Biochemical
Pharmaceutical Factory
N° 64 Heping Road
Zhaogqing
Guangdong
China

CYMEVENE POLVO LIOFILIZADO PARA SOLUCION
INYECTABLE

500 mg

Ganciclovir

F-8124/11

Corden Pharma Colorado, Inc.

2075 North 55th Street,
Boulder, CO 80301
USA

CYMEVENE CAPSULAS

250 mg

Ganciclovir

F-8123/11

Corden Pharma Colorado, Inc.

2075 North 55th Street,
Boulder, CO 80301
USA

DILATREND COMPRIMIDOS

25 mg

Carvedilol

F-8125/11

Roche Diagnostics GmbH
Sandhofer Strabe 116
68305 Manheim
Germany

MOEHS Catalana SL

César Martinell | Brunet, N° 12 A

Paligono Industrial Ribi Sur
E-08191 Rubi, Barcelona
Spain

DILATREND COMPRIMIDOS

12,5 mg

Carvedilol

F-0375/13

Roche Diagnostics GmbH
Sandhofer Strabe 116
68305 Manheim
Germany

DILATREND COMPRIMIDOS

6,25 mg

Carvedilol

F-0374/13

Roche Diagnostics GmbH
Sandhofer Strabe 116
68305 Manheim
Germany

DORMONID SOLUCION INYECTABLE

5 mg/ml

Midazolam

F-4156/10

F. Hoffmann - LaRoche Ltd
Grenzacherstrasse 124
CH-4070 Basel
Switzerland

DORMONID COMPRIMIDOS

156 mg

Midazolam

F-4158/10

F. Hoffmann - LaRoche Ltd
Grenzacherstrasse 124
CH-4070 Basel
Switzerland

DORMONID COMPRIMIDOS RECUBIERTOS

756 mg

Midazolam

F-4157/10

F. Hoffmann - LaRoche Ltd
Grenzacherstrasse 124
CH-4070 Basel
Switzerland

DORMONID SOLUCION INYECTABLE

15 mg/3 ml

Midazolam

F-4159/10

F. Hoffmann - LaRoche Ltd
Grenzacherstrasse 124
CH-4070 Basel
Switzerland

DORMONID SOLUCION INYECTABLE

50 mg/10 ml

Midazolam

F-8127/11

F. Hoffmann - LaRoche Ltd
Grenzacherstrasse 124
CH-4070 Basel
Switzerland

DORMONID SOLUCION INYECTABLE

5 mg/5 ml

Midazolam

F-4160/10

F. Hoffmann - LaRoche Ltd
Grenzacherstrasse 124
CH-4070 Basel
Switzerland




NOMBRE PRODUCTO CONCENTRACION PA N° REGISTRO FABRICANTE PA 1 FABRICANTE PA 2 FABRICANTE PA 3 FABRICANTE PA 4 FABRICANTE PA 5 FABRICANTE PA 6
F. Hoffmann - LaRoche Ltd
Grenzacherstrasse 124
Mi F-81
DORMONID COMPRIMIDOS 15 mg idazolam 8126/11 CH-4070 Basel
Switzerland
Corden Pharma Colorado, Inc.
- 2075 North 55th Street,
FUZEON POLVO LIOFILIZADO PARA SOLUCION 80 Entitivida F13614/08 Boulder, CO 80301
INYECTABLE, CON SOLVENTE USA
Merck Sante SAS
. 5, Rue Clément Ader F-62100
500 mg Metformina F-8128/11 CALAIS
GLUCOPHAGE COMPRIMIDOS RECUBIERTOS France
Merck Sante SAS
. 5, Rue Clément Ader F-62100
850 mg Metformina F-0343/13 CALAIS
GLUCOPHAGE FORTE COMPRIMIDOS RECUBIERTOS France
Merck Sante SAS
5, Rue Clément Ader F-62100
500 Metformi F-18346/10 '
GLUCOPHAGE XR COMPRIMIDOS DE LIBERACION e etiormina CALAIS
PROLONGADA France
Merck Sante SAS
750 mg Metformina F-18347/10 % Rug Clerré;r\l-t/:ger F62100
GLUCOPHAGE XR COMPRIMIDOS DE LIBERACION
PROLONGADA France
Merck Sante SAS
1000 mg Metformina F-18348/10 % Ruglement/Ader-62100
GLUCOPHAGE XR COMPRIMIDOS DE LIBERACION CALAIS
PROLONGADA brarice
Genentech, Inc
440 Trastuzumab B-1028/11 Vacavile Operations
HERCEPTIN POLVO LIOFILIZADO PARA SOLUCION PARA = 1000 New Horizons Way
INFUSION V., CON SOLVENTE Vacaville, CA 95688
Hetero Labs Limited
F. Hoffmann - LaRoche Ltd S ]l'D,'A"
Grenzacherstrasse 124 Gedaspotharam \iliage
2,5 mg Cilazapril F-8129/11 CH-4070 Basel Jinnaram Mandal
% 3 502 319 Medak District, Andhra
Switzerland
Pradesh
INHIBACE COMPRIMIDOS RECUBIERTOS India
Hetero Labs Limited
F. Hoffmann - LaRoche Ltd Slrvey N'10 ]I'D,'A"
Grenzacherstrasse 124 Gaddapotharam Village
5mg Cilazapril F-8130/11 CH-4070 Basel Jinnaram Mandal
p 502 319 Medak District, Andhra
Switzertand
Pradesh
INHIBACE COMPRIMIDOS RECUBIERTOS India
Hetero Labs Limited
F. Hoffmann - LaRoche Ltd Survey NOJLDA,
Grenzacherstrasse 124 Gaddapotharam Village
12,5/ 5 Cilazapril F-8131/11 Jinnaram Mandal

INHIBACE PLUS COMPRIMIDOS RECUBIERTOS

CH-4070 Basel
Switzerland

502 319 Medak District, Andhra
Pradesh
India




NOMBRE PRODUCTQ CONCENTRACION PA N° REGISTRO FABRICANTE PA 1 FABRICANTE PA 2 FABRICANTE PA 3 FABRICANTE PA & FABRICANTE PA 5 FABRICANTE PA 6
Pliva Hrvatska d.o.0. Cambrex Profarmaco Milano SRL ABICLTD (it sul?stance) Hiantex LUd (drying process)
) g . Sapir New Industrial Zone 1 Hakadar Street
125/5 Hidroclorotiazida F-8131/11 Utica grada Vukovara 49 Via Curich 34 Kiryat Sapi Industrial Z
’ 1000 Zagreb 20067 Paullo (Milano) 1YL Sapr naustrial come
Croatia Italy 42504 Netanya 42101 Netanya
INHIBACE PLUS COMPRIMIDOS RECUBIERTOS Israel Israel
Industrias Quimicas Falcon de " ) o
Corden Pharma Colorado, Inc. Mexico, SA de CV Roche Ireland Ltd F. Hoffmann - LaRoche Ltd 7 DSM vN:tnIuonaI PdeuELZ.AGI Mlc:;).m?:cmlazone S
500 m SatiinaviF F-15344/10 2075 North 55th Street, Km 4,5 Carretera Federeal Clarehill Grenzacherstrasse 124 welgnleHer as;mg e;r . sgglsa MET' ona ed-
9 q Boulder, CO 80301 Cuernavaca- Cuautla Clarecastle, County Clare CH-4070 Basel C:Lz;;mr?m | M (ilna%zo !
USA 62500 CIVAC Jiutepec Morelos Ireland Switzerland o \ssein 0_" egglo
2 Switzerland Switzerland
INVIRASE COMPRIMIDOS RECUBIERTOS Mexico
Industrias Quimicas Falcon de . . .
Corden Pharma Colorado, Inc. Mexico, SA de CV Roche Ireland Ltd F. Hoffmann - LaRoche Ltd Zm?esisﬂiE(:J::Ita‘::j:]gpr\;\)ld;itzi?seeln MIC:;:Z?:?:{::T: SA
‘ - 2075 North 55th Street, Km 4,5 Carretera Federeal Clarehill Grenzacherstrasse 124
200 S; F-9549/11 i i
INVIRASE CAPSULAS mg aquinavir Boulder, CO 80301 Cuernavaca- Cuautla Clarecastle, County Clare CH-4070 Basel CH:LZ‘;:X?SE I4 6995MMolhna?zo .
USA 62500 CIVAC Jiutepec Morelos Ireland Switzerland o S 1?n 2800
7 Switzerland Switzerland
Mexico
F. Hoffmann - LaRoche Ltd DSM Numtlon‘al Prluducts Ltd.
Grenzacherstrasse 124 e
10 mg/ml Fitomenadiona F-1176/13 Hauptstrasse 4
CH-4070 Basel :
Switzerland CH-4334 Sisseln
KONAKION MM SOLUCION INYECTABLE Switzerland
F. Hoffmann - LaRoche Ltd 2l glmm:g_all P;adu::ts =at
KONAKION MM PEDIATRICO SOLUCION INYECTABLE ) ' Grenzacherstrasse 124 ranch Site Sissein
2 mg/0,2 mL Fitomenadiona F-8132/11 CH-4070 Basel Hauptstrasse 4
OLEOSO ) CH-4334 Sisseln
Switzerland K
Switzerland
F. Hoffmann - LaRoche Ltd
; Grenzacherstrasse 124
1 mg Granisetron F-9561/11 CH-4070 Basel
KYTRIL COMPRIMIDOS RECUBIERTOS Switzerland
F. Hoffmann - LaRoche Ltd
" Grenzacherstrasse 124
1 mg/1 mi Granisetron F-6266/10 CH-4070 Basel
KYTRIL SOLUCION INYECTABLE Switzerland
F. Hoffmann - LaRoche Ltd
. Grenzacherstrasse 124
3 mg/3 ml Granisetron F-8133/11 CH-4070 Basel
KYTRIL SOLUCION INYECTABLE Switzerland
F. Hoffmann - LaRoche Ltd Chemagis Ltd
" Grenzacherstrasse 124 Ramat Hovav Industrial Area
0,5mg/5ml Flumazenil F-4163/10 CH-4070 Basel 84135 Beer Sheva
LANEXAT SOLUCION INYECTABLE Switzerland Israel
BASF Pharma (Evionnaz) SA
" s Route du Simplon 1, 36
250 mg Mefloquina clorhidrato F-3620/10 CH-1902 Evionnaz
LARIAM COMPRIMIDOS Switzerland
DSM Nutritional Products AG
Zweigniederlassung Werk
Sissel
3mg Bromazepam F-2580/09 ssein

LEXOTANIL COMPRIMIDOS

Hauptstrasse 4
CH-4334 Sisseln
Switzerland




NOMBRE PRODUCTO

CONCENTRACION

PA

N° REGISTRO

FABRICANTE PA 1

FABRICANTE PA 2

FABRICANTE PA 3

FABRICANTE PA 4

FABRICANTE PA 5

FABRICANTE PA 6

LEXOTANIL COMPRIMIDOS

6 mg

Bromazepam

F-2581/09

DSM Nutritional Products AG
Zweigniederlassung Werk
Sisseln
Hauptstrasse 4
CH-4334 Sisseln
Switzerland

MABTHERA SOLUCION PARA INFUSION

10 mg/ml

Rituximab

B-0148/08

Genentech Inc
100 New Horizons Way
Vacaville, CA 95688
USA

Genentech Inc
Antibody Way
Ocenside, CA 92056
USA

MIRCERA SOLUCION INYECTABLE

50 mecg/0,3 ml

Metoxipolietilen-glicol-

epoetina beta

B-2033/08

Roche Diagnostics GmbH
Pharma Biotechnology
Production
Nonnenwald 2
D-82377 Penzberg
Germany

MIRCERA SOLUCION INYECTABLE

75 mcg/0,3 ml

Metoxipolietilen-glicol-

epoetina beta

B-2034/08

Roche Diagnostics GmbH
Pharma Biotechnology
Production
Nonnenwald 2
D-82377 Penzberg
Germany

MIRCERA SOLUCION INYECTABLE

100 mcg/0,3 ml

Metoxipolietilen-glicol

epoetina beta

B-2035/08

Roche Diagnostics GmbH
Pharma Biotechnology
Production
Nonnenwald 2
D-82377 Penzberg
Germany

MIRCERA SOLUCION INYECTABLE

150 meg/0,3 ml

Metoxipolietilen-glicol-

epoetina beta

B-2036/13

Roche Diagnostics GmbH
Pharma Biotechnology
Production
Nonnenwald 2
D-82377 Penzberg
Germany

MIRCERA SOLUCION INYECTABLE

1.000 meg/1 mL

Metoxipolietilen-glicol-

epoetina beta

B-2044/08

Roche Diagnostics GmbH
Pharma Biotechnology
Production
Nonnenwald 2
D-82377 Penzberg
Germany

MIRCERA SOLUCION INYECTABLE

100 meg/1 mL

Metoxipolietilen-glicol

epoetina beta

B-2041/08

Roche Diagnostics GmbH
Pharma Biotechnology
Production
Nonnenwald 2
D-82377 Penzberg
Germany

MIRCERA SOLUCION INYECTABLE

120 meg/0,3 mL

Metoxipolietilen-glicol

epoetina beta

B-2279/12

Roche Diagnostics GmbH
Pharma Biotechnology
Production
Nonnenwald 2
D-82377 Penzberg
Germany




NOMBRE PRODUCTO

CONCENTRACION

PA

N° REGISTRO

FABRICANTE PA 1

FABRICANTE PA 2

FABRICANTE PA 3

FABRICANTE PA 4

FABRICANTE PA 5

FABRICANTE PA 6

MIRCERA SOLUCION INYECTABLE

200 mcg/0,3 mL

Metoxipolietilen-glicol
epoetina beta

B-2037/08

Roche Diagnostics GmbH
Pharma Biotechnology
Production
Nonnenwald 2
D-82377 Penzberg
Germany

MIRCERA SOLUCION INYECTABLE

200 meg/1 mL

Metoxipolietilen-glicol-
epoetina beta

B-2042/08

Roche Diagnostics GmbH
Pharma Biotechnology
Production
Nonnenwald 2
D-82377 Penzberg
Germany

MIRCERA SOLUCION INYECTABLE

250 meg/0,3 mL

Metoxipolietilen-glicol
epoetina beta

B-2038/08

Roche Diagnostics GmbH
Pharma Biotechnology
Production
Nonnenwald 2
D-82377 Penzberg
Germany

MIRCERA SOLUCION INYECTABLE

300 meg/1 mL

Metoxipolietilen-glicol
epoetina beta

B-2043/08

Roche Diagnostics GmbH
Pharma Biotechnology
Production
Nonnenwald 2
D-82377 Penzberg
Germany

MIRCERA SOLUCION INYECTABLE

50 meg/1 mbL

Metoxipolietilen-glicol
epoetina beta

B-2040/08

Roche Diagnostics GmbH
Pharma Biotechnology
Production
Nonnenwald 2
D-82377 Penzberg
Germany

MIRCERA SOLUCION INYECTABLE

800 mcg/0,6 mL

Metoxipolietilen-glicol-
epoetina beta

B-2039/08

Roche Diagnostics GmbH
Pharma Biotechnology
Production
Nonnenwald 2
D-82377 Penzberg
Germany

NEULASTIM SOLUCION INYECTABLE

6 mg/0,6 ml

Pegfilgrastim

B-1947/11

Amgen Manufacturing Lid
Road 31 Km. 24,6
Juncos, Puerto Rico
Puerto Rico 00777-4060
USA

Amgen Inc
One Amgen Center Drive
Thousand Oaks
CA 91320-1789
USA

NEUPOGEN SOLUCION INYECTABLE

30 MU/0,5ml

Filgrastim

B-0028/12

Amgen Manufacturing Ltd
Road 31 Km. 24,6
Juncos, Puerto Rico
Puerto Rico 00777-4060
USA

Amgen Inc
One Amgen Center Drive
Thousand Oaks
CA 91320-1789
USA

NEUPOGEN SOLUCION INYECTABLE

30 MU/ ml

Filgrastim

F-8134/11

Amgen Manufacturing Ltd
Road 31 Km. 24,6
Juncas, Puerto Rico
Puerto Rico 00777-4060
USA

Amgen Inc
One Amgen Center Drive
Thousand Oaks
CA 91320-1789
USA




NOMBRE PRODUCTO CONCENTRACION PA N° REGISTRO FABRICANTE PA 1 FABRICANTE PA 2 FABRICANTE PA 3 FABRICANTE PA &4 FABRICANTE PA 5 FABRICANTE PA 6
Amgen Manufacturing Ltd Amgen Inc
Road 31 Km. 24,6 One Amgen Center Drive
NEUPOGEN SOLUCION INYECTABLE 48 MU/1,6 mL Filgrastim F-8135/11 Juncos, Puerto Rico Thousand Oaks
Puerto Rico 00777-4060 CA 91320-1789
USA USA
Roche Diagnostics GmbH
: Nonnenwald 2
180 mcg/0,6 ml [ Peginterferon alfa - 21 B-2010/12 D-82377 Penzberg
PEGASYS SOLUCION INYECTABLE Germany
Roche Diagnostics GmbH
< Nonnenwald 2
i - - 1
PEGASYS SOLUCION INYECTABLE 180 meg/mL Peginterferon alfa - 21 B-1790/12 D-82377 Penzberg
Germany
Shandong Xinhua Pharmaceutical
Co. Ltd.
Ajinomoto Co., Inc East Chimical Zone of Zibo
1-1- Suzuki-Cho High & New Technology
200/mg;/50:mg Levodopa 4160410 Kawasaki 210-8680 Development Zone
Japan Zhangdian Distric
China-255 005 Zibo, Shandong
PROLOPA COMPRIMIDOS Province
F. Hoffmann - LaRoche Ltd Farchemia DSM.NutrltlonaI PdeUC‘S_AG
Grenzacherstrasse 124 Via Bergamo, 121 Awelgniederlgesung Werk Sisseln
200 mg /50 mg Benzerazida F-4169/10 CH-4070 Basel 24047 Treviglio (BG) Hauptstraése 4
; CH-4334 Sisseln
Switzerland Italy )
PROLOPA COMPRIMIDOS Switzerland
Shandong Xinhua Pharmaceutical
Co. Ltd.
Ajinomoto Co., Inc East Chimical Zone of Zibo
1-1- Suzuki-Cho High & New Technology
100mg/25:mg Levadapa FAZ000 Kawasaki 210-8680 Development Zone
Japan Zhangdian Distric
PROLOPA HBS CAPSULAS DE LIBERACION China-255 005 Zibo, Shandong
PROLONGADA Provinoe
F. Hoffmann - LaRoche Ltd Farchemia D?MvNutrltlonal PrOdUCIS_AG
. Zweigniederlassung Werk Sisseln
100mg/25 mg Benzerazida F-4170/10 Brenzacheratiasseil 2y Via Bergamo;12} Hauptstrasse 4
. 2 ) CH-4070 Basel 24047 Treviglio (BG!
PROLOPA HBS CAPSULAS DE LIBERACION by s fo (BG) CH-4334 Sisseln
PROLONGADA Y Switzerland
Shandong Xinhua Pharmaceutical
Co. Ltd.
Ajinomoto Co,, Inc East Chimical Zone of Zibo
1-1- Suzuki-Cho High & New Technology
100mg/25 mg Levodopa E=B137/11 Kawasaki 210-8680 Development Zone
Japan Zhangdian Distric
China-255 005 Zibo, Shandong
PROLOPA COMPRIMIDOS DISPERSABLES Province
F. Hoffmann - LaRoche Ltd Farchemia DSM.NulrmonaI PruductstG
Grenzacherstrasse 124 Via Bergamo, 121 Zuelgniederlassung; Werk Sissein
100mg/25 mg Benzerazida F-8137/11 daIng,

PROLOPA COMPRIMIDOS DISPERSABLES

CH-4070 Basel
Switzerland

24047 Treviglio (BG)
Italy

Hauptstrasse 4
CH-4334 Sisseln
Switzerland




NOMBRE PRODUCTO

CONCENTRACION

PA

N° REGISTRO

FABRICANTE PA 1

FABRICANTE PA 2

FABRICANTE PA 3

- FABRICANTEPA 4

FABRICANTE PA 5

FABRICANTE PA 6

PROTOPIC UNGUENTO TOPICO

0,03%

Tacrolimus

F-14659/10

Astellas Toyama Co,, Ltd.
Toyama Plant
2-178, Kojin-cho
Toyama City
930-0809, Japan

PROTOPIC UNGUENTO TOPICO

0,1%

Tacrolimus

F-14660/10

Astellas Toyama Co.,, Ltd.
Toyama Plant
2-178, Kojin-cho
Toyama City
930-0809, Japan

RAVOTRIL SOLUCION INYECTABLE

1 mg/ml

Clonazepam

F-2586/09

DSM Nutritional Products AG
Zweigniederlassung Werk
Sisseln
Hauptstrasse 4
CH-4334 Sisseln
Switzerland

RAVOTRIL COMPRIMIDOS SUBLINGUALES

0,25 mg

Clonazepam

F-15095/10

DSM Nutritional Products AG
Zweigniederlassung Werk
Sisseln
Hauptstrasse 4
CH-4334 Sisseln
Switzerland

RAVOTRIL COMPRIMIDOS

0,5 mg

Clonazepam

F-2583/09

DSM Nutritional Products AG
Zweigniederlassung Werk
Sisseln
Hauptstrasse 4
CH-4334 Sisseln
Switzerland

RAVOTRIL COMPRIMIDOS

1mg

Clonazepam

F-13350/08

DSM Nutritional Products AG
Zweigniederlassung Werk
Sisseln
Hauptstrasse 4
CH-4334 Sisseln
Switzerland

RAVOTRIL COMPRIMIDOS

2mg

Clonazepam

F-2584/09

DSM Nutritional Products AG
Zweigniederlassung Werk
Sisseln
Hauptstrasse 4
CH-4334 Sisseln
Switzerland

RAVOTRIL SOLUCION PARA GOTAS ORALES

2,5 mg/ml

Clonazepam

F-2585/09

DSM Nutritional Products AG
Zweigniederlassung Werk
Sisseln
Hauptstrasse 4
CH-4334 Sisseln
Switzerland

RAVOTRIL COMPRIMIDOS

0,5 mg

Clonazepam

F-7824/11

DSM Nutritional Products AG
Zweigniederlassung Werk
Sisseln
Hauptstrasse 4
CH-4334 Sisseln
Switzerland




NOMBRE PRODUCTO

CONCENTRACION

PA

N° REGISTRO

FABRICANTE PA 1

FABRICANTE PA 2

FABRICANTE PA 3

FABRICANTE PA 4

FABRICANTE PA 5

FABRICANTE PA 6

RAVOTRIL COMPRIMIDOS

0,25 mg

Clonazepam

F-1998/09

DSM Nutritional Products AG
Zweigniederlassung Werk
Sisseln
Hauptstrasse 4
CH-4334 Sisseln
Switzerland

RECORMON SOLUCION INYECTABLE

2000 UI

Epoetina beta

B-1138/11

Roche Diagnostics GmbH
Pharma Biotechnology
Production
Nonnenwald 2
D-82377 Penzberg
Germany

RECORMON SOLUCION INYECTABLE

30.000 UI/0,6 ml

Epoetina beta

B-1859/10

Roche Diagnostics GmbH
Pharma Biotechnology
Production
Nonnenwald 2
D-82377 Penzberg
Germany

RECORMON SOLUCION INYECTABLE

4000 U.1/0,3 mL

Epoetina beta

B-1276/11

Roche Diagnostics GmbH
Pharma Biotechnology
Production
Nonnenwald 2
D-82377 Penzberg
Germany

RECORMON SOLUCION INYECTABLE

5000 U.1.70,3 mL

Epoetina beta

B-1139/11

Roche Diagnostics GmbH
Pharma Biotechnology
Production
Nonnenwald 2
D-82377 Penzberg
Germany

RECORMON SOLUCION INYECTABLE

6000 U.L/0,3 mL

Epoetina beta

B-1263/11

Roche Diagnostics GmbH
Pharma Biotechnology
Production
Nonnenwald 2
D-82377 Penzberg
Germany

ROACNETAN CAPSULAS BLANDAS

10 mg

Isotretinoina

F-4171/10

F. Hoffmann - La Roche Ltd
Grenzacherstrasse 124
CH-4070 Basel
Switzerland

Helsinn Chemical SA and
Helsinn Advance Synthesis SA
Via Industria 24
CH 6710 Biasca
Switzerland

ROACNETAN CAPSULAS BLANDAS

20 mg

Isotretinoina

F-4172/10

F. Hoffmann - La Roche Ltd
Grenzacherstrasse 124
CH-4070 Basel
Switzerland

Helsinn Chemical SA and
Helsinn Advance Synthesis SA
Via Industria 24
CH 6710 Biasca
Switzerfand

ROACNETAN CAPSULAS BLANDAS

2,5 my

Isotretinoina

F-5914/10

F. Hoffmann - La Roche Ltd
Grenzacherstrasse 124
CH-4070 Basel
Switzerland

Helsinn Chemical SA and
Helsinn Advance Synthesis SA
Via Industria 24
CH 6710 Biasca
Switzerland




NOMBRE PRODUCTO

CONCENTRACION

PA

N° REGISTRO

FABRICANTEPA 1

FABRICANTE PA 2

FABRICANTE PA 3

FABRICANTE PA 4

FABRICANTE PA 5

FABRICANTE PA 6

ROACNETAN CAPSULAS BLANDAS

5mg

Isotretincina

F-5915/10

F. Hoffmann - La Roche Ltd
Grenzacherstrasse 124
CH-4070 Basel
Switzerland

Helsinn Chemical SA and
Helsinn Advance Synthesis SA
Via Industria 24
CH 6710 Biasca
Switzerland

ROCALTROL CAPSULAS BLANDAS

0,256 meg

Calcitriol

F-4173/10

Corden Pharma Colorado, Inc.

2075 North 55th Street,
Boulder, CO 80301
USA

ROCALTROL CAPSULAS BLANDAS

0,5 meg

Calcitriol

F-4174/10

Corden Pharma Colorado, Inc.

2075 North 55th Street,
Boulder, CO 80301
USA

ROFERON-A SOLUCION INYECTABLE

3 MUI/0,5 mL

Interferdn alfa-2a

B-2080/09

Roche Diagnostics GmbH
Nonnenwald 2
D-82377 Penzberg
Germany

ROFERON-A SOLUCION INYECTABLE

6 MUI/0,5 mL

Interferdn alfa-2a

B-2081/09

Roche Diagnostics GmbH
Nonnenwald 2
D-82377 Penzberg
Germany

ROFERON-A SOLUCION INYECTABLE

9 MUI/0,56 mL

Interferén alfa-2a

B-2082/09

Roche Diagnostics GmbH
Nonnenwald 2
D-82377 Penzberg
Germany

TAMIFLU CAPSULAS

30 mg

Oseltamivir Fosfato

F-17140/08

F. Hoffmann - La Roche Ltd
Grenzacherstrasse 124
CH-4070 Basel
Switzerland

Roche Caralina Inc.
6173 E Old Marion Highway
Florence, SC 29506-9330.
USA

TAMIFLU CAPSULAS

45 mg

Oseltamivir Fosfato

F-17141/08

F. Hoffmann - La Roche Ltd
Grenzacherstrasse 124
CH-4070 Basel
Switzerland

TAMIFLU CAPSULAS

75 mg

Oseltamivir Fosfato

F-2869/10

F. Hoffmann - La Roche Ltd
Grenzacherstrasse 124
CH-4070 Basel
Switzerland

TAMIFLU POLVO PARA SUSPENSION ORAL

12 mg/ml

Oseltamivir Fosfato

F-14887/10

F. Hoffmann - La Roche Ltd
Grenzacherstrasse 124
CH-4070 Basel
Switzerland

TAMIFLU CAPSULAS

30 mg

Oseltamivir Fosfato

F-19729/12

F. Hoffmann - La Roche Ltd
Grenzacherstrasse 124
CH-4070 Basel
Switzerland

TAMIFLU CAPSULAS

45 mg

Oseltamivir Fosfato

F-19728/12

F. Hoffmann - La Roche Ltd
Grenzacherstrasse 124
CH-4070 Basel
Switzerland

TAMIFLU CAPSULAS

75 mg

Oseltamivir Fosfato

F-19727/12

F. Hoffmann - La Roche Ltd"

Grenzacherstrasse 124
CH-4070 Basel
Switzerland




NOMBRE PRODUCTO CONCENTRACION T PA N° REGISTRO FABRICANTE PA 1 FABRICANTE PA 2 FABRICANTE PA 3 FABRICANTE PA 4 FABRICANTE PA5 FABRICANTE PA 6
F. Hoffmann - La Roche Ltd
Grenzacherstrasse 124
Erlotini F-
25 mg rlotinib 14988/10 CH-4070 Basel
TARCEVA COMPRIMIDOS RECUBIERTOS Switzerland
F. Hoffmann - La Roche Ltd
" Grenzacherstrasse 124
t] -
100 mg Erlotinib F-14989/10 CH-4070 Basel
TARCEVA COMPRIMIDOS RECUBIERTOS Switzerland
F. Hoffmann - La Roche Ltd
_ Grenzacherstrasse 124
150 mg Erlotinib F-14990/10 CH-4070 Basel
TARCEVA COMPRIMIDOS RECUBIERTOS Switzerland
Fidia Farmaceutici SP.A. -
F. Hoffmann - La Roche Ltd Divisione Solmag
Valganciclovir Grenzacherstrasse 124 Via Milano 186
450 mg clorhidrato F=18176/08 CH-4070 Basel |1-20024 Garbagnate Milamese,
Switzerland Milano
VALIXA COMPRIMIDOS RECUBIERTOS Italy
F. Hoffmann - La Roche Ltd
i Grenzacherstrasse 124
10 mg Tretinoina F-9560/11 CH-4070 Basel
VESANOID CAPSULAS Switzerland
Genentech Inc
Desoxirribonucleasa 1 DNA Wy
2,5mg/2,5ml N B-1325/11 South San Francisco, CA 94080~
humana recombinante
4990
VISCOZYME SOLUCION PARA INHALACION USA
Roche Carolina Inc. F. Hoffmann - La Roche Ltd
o 6173 E Old Marion Highway Grenzacherstrasse 124
800 g Capeditabina F1870/08 Florence, SC 29506-9330. CH-4070 Basel
XELODA COMPRIMIDOS RECUBIERTOS USA Switzerland
Roche Carolina Inc. F. Hoffmann - La Roche Ltd
- 6173 E Old Marion Highway Grenzacherstrasse 124
180'mg Capacltabing F-186n/08 Florence, SC 29506-9330. CH-4070 Basel
XELODA COMPRIMIDOS RECUBIERTOS USA Switzerland
- groef::::e-rslﬁaz:: ';Z: . fohcleend S 61 73R;COhIZ (lilla;:lcl;ai-llir;cl;way
120 mg Orlistat F-0850/08 CH-4070 Basel Claracas!:;':::nly Clare Florence, SC 29506-0330.,
XENICAL CAPSULAS Switzerland USA
F. Hoffmann - La Roche Ltd Micromacinazione SA
240 mg Vemurafenib F-19789/13 Grenzacherstrasse 124 Via Cantonale

ZELBORAF COMPRIMIDOS RECUBIERTOS

CH-4070 Basel
Switzerland

6995 Molinazzo di Monteggio
Switzerland




