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Capsules & Health
Ingredients

Declaracion sobre la seguridad de EET/EEB

Capsugel® capsulas vacias puras de origen bovino, libres de vértebras,
cumpliendo con las normativas de China

Lonza fabrica capsulas Capsugel® de origen bovino, libres de vértebras, cumpliendo con las normativas de
China, utilizando Unicamente gelatinas de origen bovino y cumpliendo con los siguientes requisitos de
seguridad de EET/EBE:

Directrices Internacionales:

e WOAH - Cddigo Sanitario para los Animales Terrestres — Capitulo 11.4 EEB

Europa - Farma:

o Nota para la guia en la minimizacion del riesgo de transmisiéon animal del agente de encefalopatia
espongiforme a través de productos medicinales de uso humano y veterinario (EMA/410/01 rev.3),
publicada por la Comision Europea siguiendo la Directiva de la Comision 2003/63/CE, (que modifica
la Directiva 2001/83/CE sobre el Cédigo Comunitario relacionado con los productos medicinales de
uso humano), Anexo |, Parte |, parrafo 3.2.2.4. Control de excipientes.

Estas Directivas requieren que los solicitantes de Autorizacion de Comercializacion demuestren que
los productos medicinales son fabricados de acuerdo con la Ultima versién de esta Nota para la guia
y el cumplimiento y se demuestra mediante el "Certificado de Conformidad” emitido al fabricante de
la gelatina bovino por la Direccion Europea de Calidad de Medicamentos (EDQM, por sus siglas en
inglés). Como tal, a partir del 1 de Diciembre de 2019, Lonza fabrica cépsulas bajo uno o mas de los
siguientes Certificados de Conformidad:

o Rousselot R1-CEP 2000-027-Rev 02
o PB Gelatins R1-CEP 2002-110-Rev 00

o Sterling Gelatin R1-CEP 2001-211-Rev 01
o Nitta Gelatin R1-CEP 2000-344-Rev 03

Europe - Alimento:

e Reglamento (CE) N.° 853/2004 por el que se establecen normas especificas de higiene para los
alimentos de origen animal.

e Reglamento (CE) N.° 999/2001 por el que se establecen normas para la prevencion, el control y la
erradicacion de determinadas encefalopatias espongiformes transmisibles.



Estados Unidos:

e Administracion de Alimentos y Medicamentos de los Estados Unidos (FDA) - Titulo 21 del Cédigo de
Regulaciones Federales (21 CFR) Parte 189 - “Sustancias Prohibidas para su Uso en Alimentos
Humanos: Materiales Prohibidos de Ganado.”

e Departamento de Agricultura de los Estados Unidos (USDA) - Titulo 9 del Codigo de Regulaciones
Federales (9 CFR) 94.23 Importacion de Gelatina Derivada de Bovinos.

Japan - Farma:

e Ministerio de Salud, Trabajo y Bienestar de Japdn - Notificacion No. 210 del MHLW emitida el 20 de
mayo de 2003 y la ultima versién por la Notificacidon No. 1002-27 sobre la enmienda parcial de los
criterios que eliminan las restricciones del pais de origen, aplicables a partir del 25 de noviembre de
2014.

Japan - Alimento:

e Ministerio de Salud, Trabajo y Bienestar de Japon (MHLW) - "Ley de Sanidad Alimentaria”, Capitulo 2,
Articulo 7 y Articulo 10 "Especificaciones y Normas para Alimentos o Aditivos”, revisados y anunciados
en el Aviso No. 0327-2 del 27 de marzo de 2015 por el MHLW.

China:

e Regulaciéon china sobre la EEB [2002/238] "Anuncio sobre el fortalecimiento adicional de la
supervision y gestidon de bovinos y medicamentos relacionados.”

El material inicial de hueso de bovino se deriva de animales saludables que fueron sacrificados en un
matadero y que pasaron una inspeccion ante-mortem y post mortem (antes de su muerte y después de su
muerte) por un veterinario oficial.

En lo que respecta a los materiales de riesgo especificados (SRM), ademas de la eliminacién de craneos y
médula espinal, para la gelatina bovina ' libres de vértebras, compatible con China' de Lonza, los proveedores
de Lonza certifican la eliminacion de vértebras independientemente del origen geogréfico y/o la edad de los
animales.

Lonza se dedica a garantizar que usted reciba productos y servicios de la mas alta calidad. Si tiene preguntas

adicionales o desea obtener informacion adicional, por favor, comuniquese con su representante local de
Lonza.
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Historial de Revisiones

Ultima actualizacion Descripcion actualizacion
Agosto de 2023 Asunto inicial
Octubre de 2025 Actualizacion semestral (nueva plantilla ACHIEV)

La informacién contenida en este documento corresponde al conocimiento de Lonza sobre el tema en la fecha de publicacién y, en el mejor de nuestro
conocimiento, es precisa. Sin embargo, Lonza rechaza cualquier responsabilidad por la aplicaciéon y uso en un proceso adicional de materiales que
contenga nuestros productos. Unicamente el fabricante del producto final es responsable de acuerdo con las regulaciones pertinentes.

Para obtener mas informacién, por favor péngase en contacto con el representante local de Lonza.

Productos: Hard Gelatin Global Headquarters Ultima actualizacién:
Sitios: Bornem BELGIUM, Colmar FRANCE, Greenwood USA, Puebla Muenchensteinerstrasse 38 Octubre 2025
MEXICO CH-4002 Basel, Switzerland

lonza.com validez maxima: 2 afios

3/3



o lad fod =

28 =J Oh R

10
11
12

13
14

15
16
17
18
19
20

21
22

23
24
25

26
27
28

29
30
31

e mr Z

European Directorate for the
Quality of Medicines & HealthCare oF EoRaPt bt LEUROPE

Certification of Substances Division

Certificate of suitability
No. R1-CEP 2000-027-Rev 02

Name of the substance:
GELATIN
Limed bone gelatin
India, Argentina, New Zealand and Australia origin

Name of holder:
ROUSSELOT
Kanaaldijk Noord 20-21
The Netherlands-5691 NM Son

Site(s) of production:
ROUSSELOT SAS
Chemin Moulins Premiers
France-84800 Isle-Sur-La-Sorgue

THIS CERTIFICATE SUPERSEDES THE PREVIOUS CERTIFICATE
R1-CEP 2000-027-REV 01

After examination of the information provided on the origin of raw material(s) and type of
tissue(s) used and on the manufacturing process for this substance on the site(s) of
production mentioned above, we certify that the subslance GELATIN meets the criteria
described in the current version of the monograph Products with risk of transmitting
agents of animal spongiform encephalopathies no. 1483 of the European
Pharmacopoeia, current edition including supplements.

- country(ies) of origin of source materials: Argentina, India, New Zealand
and Australia

- nature of animal tissues used in manufacture: Bovine bones free from skulls,
spinal cord and vertebrae

- manufacturing process. Alkaline process

The submitted dossier must be updated after any significant change that may alter the
quality, safety or efficacy of the substance, or that may alter the risk of transmitting

animal spongiform encephalopathy agents.

Manufacture of the substance shall take place in accordance with a suitable quality
assurance system such as 1SO 8001, GMP and HACCP, and in accordance with the

dossier submitted.
Address: 7, allée Kastner, C5 30026 - F - 67081 Strasbourg (France)

Telephone: 33 (0) 3 88 41 30 30 - Fax: 33 (0) 388 41 2771 - g-mail: cepiiedgm,eu
Intemiet - httpe/fwww edgm.eu
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Failure to comply with these provisions will render this certificate void.

The certificate is valid provided there has been no deterioration in the TSE status of the
country(ies) of origin of the source material.

This certificate is renewed from 22 June 2005 according to the provisions of Resolution
AP-CSP (93) 5 as amended, and of Directive 2001/83/EC and Directive 2001/82/EC
and any subsequent amendment, and the related guidelines.

This certificate has:
lines.

= ot

On behalf of the
Director of EDQM

Strasbourg, 27 July 2012

DECLARATION OF ACCESS (to be filled in by the certificate holder under their own respansibility)

ROUSSELOT, as holder of the certificate of sutability
R1-CEP 2000-027-Rev 02 for GELATIN

Il‘ n- I‘J "
hereby authorises .....Hﬂ'?».ket......l.!M.ukhﬂ.;..n'_h,l:!.c.-.?.{r.........&- s.-.i'.'_""f'!.r':_.’.-.;.'q‘.‘l.-h
{name of the pharmaceutical company)

1o use the above-mentioned certificate of suitability in support of their appheation(s) for the following
Marketing Authensation(s): (name of product(s) and markating number(s), #f known)

The holder also certifies that no significant changes lo the operations as descnibed in the CEP dossier
have been made since the granting of this version of the certificate.

—

Date and Signature (of the CEP holder— —4{“'—_"' ‘Véronique FABIEN-SOULE
Py S 4l Regulatory Affairs Directo

P it 6,102 : S ROUSSELOT

o0
MNL-5691 NM SON
P.O. Box 9 ML - 5690 AA SON
Tha Netharlands

Address: 7, allée Kastner, CS 30026 - F - 6708 Strasbourg, (France)
Telephone: 33 (0) 3 88 41 30 30 - Fax; 33 (0) 3 88 41 27 71 - e-mail: cepi@edgm.eu
Internet @ hrip:ffwaw. edgm.en
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European Directorate for the
Quality of Medicines & HealthCare

Certification ol Substances Division

Certificate of suitability
No. R1-CEP 2002-110-Rev 00

Name of the substance:
GELATIN

Limed bone gelatin

Name of holder:
PB GELATINS
Marius Duché Straat 260
Belgium-1800 Vilvoorde

Site(s} of production:
PB GELATINS GMEH
Grosse Drakenburgerstrasse 43
Germany-31582 Nienburg

PE GELATINS LTD
Treforest
United Kingdom-CF37 55U Pontypridd

THIS CERTIFICATE SUPERSEDES THE PREVIOUS CERTIFICATE

RO-CEP 2002-110-REV 01

COuNCIL
CF EURCIPE

COMEELL
Of L'EURCFE

After examination of the information provided on the origin of raw material(s) and type of
tissue(s) used and on the manufacturing process for this substance on the site(s) of
production mentioned above, we certify that the substance GELATIN meets the criteria
described in the current version of the monograph Products with risk of transmitting

agents of animal spongiform encephalopathies no. 1483
Pharmacopoeia, current edition including supplements.

- country (ies) of origin of source materials: India

of the European

= nature of animal tissues used in manufacture: Bovine bones free from skulls,
spinal cord and vertebrae

- manufacturing process: Alkaline process

Address: 7, allée Kastner, CS 30026 - F- 67081 Strashourg (France)
Telephone: 33 (03 3 88 41 30 30 - Fax: 33 (0 3 B8 41 27 71 - e-mail: cop@edgm.en
Internet ; hiy Awww.edgm.eu
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The submitted dossier must be updated after any significant change that may alter the
quality, safety or efficacy of the substance, or that may alter the risk of transmitting
animal spongiform encephalopathy agents.

Manufacture of the substance shall take place in accordance with a suitable quality
assurance system such as |80 2001 and HACCP, and in accordance with the dossier
submitted.

Failure to comply with these provisions will render this certificate void.

The certificate is valid provided there has been no deterioration in the TSE status of the
country(ies) of origin of the source material

This certificate is renewed from 13 December 2007 according to the provisions of
Resolution AP-CSP (23) § as amended, and of Directive 2001/83/EC and Directive
2001/82/EC and any subseguent amendment, and the related guidelines.

This certificate has:
lines.

Cirector of EDQM & HealthCare

Strasbourg, 26 November 2007

CECLARATION OF ACCESS (io be filled in by the cerificate holder under their own responsibility}

PB Gelatins, as halder of the cerlificate of suitability
R1-CEP 2002-110-Rev 00 for GELATIN

hereby authorises ., 2ny, of its pharmaceutical customers = =~
(name of the phamaceulical company}

o use the above-mentioned certificate of suitability in support of their application(s) for the foliowing
Marketing Authorisation(s): (name of product(s) and marketing number(s), If known)
Products containing gelatin supplied by PB Gelatins

The holder also certifies that no significant changes to the cperations as described in the CEP dossier
have been made since the granting of this version of the certificate.

Miche n den Ber
Date and Signature (of the CEF holder). 26.11.2007 gal A ﬁyﬁ
= /

Address: 7, allée Kasiner, CS 30026 - F - 67081 Jirashbol
Telephone: 33 (D) 38841 30 30 - Fax: 33(0) 388 41 2
Internet : http:fwww edgm.on

wail: cep@E edgm.e
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European Directorate for the COUNCR.  CONSER
Quality of Medicines & HealthCare __OF WmOM ot [HuROM

Certification of Substances Division

Certificate of suitability
No. R1-CEP 2001-211-Rev 01

Name of the substance.
GELATIN
Limed Bone Gelatin

Name of holder
STERLING BIOTECH LIMITED
Division - Sterling Gelatin
ECP Road, Village Karakhadi
Taluka Padra
India-391 450 Vadodara, Gujarat

Site(s) of production:
STERLING BIOTECH LIMITED
Division - Sterling Gelatin
ECF Road, Village Karakhadi
Taluka Padra
India-381 450 Vadodara, Gujarat

THIS CERTIFICATE SUPERSEDES THE PREVIOUS CERTIFICATE
R1-CEP 2001-211-REV 00 -

After examination of the information provided on the origin of raw material(s) and type of
tissue(s) used and on the manufacturing process for this substance on the site(s) of
production mentioned above, we certify that the substance GELATIN meets the criteria
described in the current version of the monograph Products with risk of transmitting
agents of animal spongiform encephalopathies no. 1483 of the European
Pharmacopoeia, current edition including supplements,

- country(ies) of ongin of source materials: India

— nature of animal tissues used in manufacture; Bovine bones free from skulls,
spinal cord and vertebrae

- manufacturing process: Alkaline process

The submitted dossier must be updated after any significant change that may alter the
quality, safety or efficacy of the substance, or that may alter the risk of transmitting
animal spongiform encephalopathy agents.

Address: 7, allée Kastner, CS 30026 - F - 67081 Strashourg (France)
Telephone: 33 (0) 3 88 41 30 30 - Fax: 35 (0) 3 8841 27 71 - e-mail; cepiiedgm.cu
Lnternet - hitpwww. edgm.eu




Manufacture of the substance shall lake place in accordance with a suitable quality
assurance system such as 1SO 9001 and HACCP standards, and in accordance with
the dossier submitted.

Failure to comply with these provisions will render this certificate void.

The certificate is valid provided there has been no deterioration in the TSE status of the
country(ies) of origin of the source material.

This certificate is renewed from 17 May 2007 according to the provisions of Resolution
AP-CSP (93) 5 as amended. and of Directive 2001/83/EC and Directive 2001/82/EC
and any subsequent amendment, and the related guidelines.

This certificate has:
lines.
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On behalf of the
Director of EDQM

Strasbourg, 10 November 2010

DECLARATION OF ACCESS (lo be filied in by the certificale holder under their own responsibility)

STERLING BIOTECH LIMITED, as holder of the certificale of suitability
R1-CEP 2001-211-Rev 01 for GELATIN

hereby authorises ANy Pharmaceutical Company
frarna of the pharmaceutical company)

to use the above-mentioned certificate of suitability in support of their application(s} for the following
Marketing Authorisation(s). (name of produciis] and marketing numberfs), 7 krown)

The holder also cerlifes that no significant changes to the operations as described in the CEP dossier

have been made since the granting of this v af the certificate
Date and Signature (of the CEP holder) Em STERLING BIOTECH LIMITED

N Division - Sterling Gelatin

General Manager (QC/QA) ECP Road, Village: Karkhadi - 391450
Daie: 01,12 2010 To.: Padre, Dist. Vadodara, Gujarat, India.

Address: 7, allée Kastner, C5 30026 - F - 67081 Strusbourg (Framee)
Telephone: 33 (0) 3 88 41 30 30 - Fax: 33 (00 3 88 41 27 71 - e-mail: cepiiedgm. eu
Imemet : hps 'www edgm.cu










