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Capsules & Health
Ingredients

Statement on TSE/BSE Safety

Capsugel® empty standard bovine and/or porcine gelatin-based capsule
products

Lonza manufactures Capsugel® empty standard bovine and/or porcine capsules using blends of several
bovine and/or porcine-origin gelatins. If bovine gelatin is used, it complies with the following TSE/BSE safety
requirements:

International Guidance:

e  WOAH - Terrestrial Animal Health Code - Chapter 11.4 BSE.

Europe - Pharma:

o Note for guidance on minimizing the risk of transmitting animal spongiform encephalopathy agents
via human and veterinary medicinal products (EMA/410/01rev.3), which is published by the European
Commission following Commission Directive 2003/63/EC, (amending Directive 2001/83/EC on the
Community code relating to medicinal products for human use), Annex |, Part |, paragraph 3.2.2.4.
Control of excipients.

These Directives require that applicants for Marketing Authorization must demonstrate that
medicinal products are manufactured in accordance with the latest version of this Note for Guidance
and compliance is demonstrated by the “Certificate of Suitability” issued to the manufacturer of the
bovine gelatin by the European Directorate for the Quality of Medicines (EDQM). As such, from May
1, 2024, Lonza will manufacture capsules under one or more of the following Certificates of
Suitability (CEP):

o Rousselot R1-CEP 2000-029-Rev 06

o Rousselot R1-CEP 2010-043-Rev 00

o Tessenderlo Group CEP 2000-045-Rev 06

o Gelita Group R1-CEP 2001-424-Rev 03

o Sterling Gelatin R1-CEP 2001-211-Rev 01

o Nitta Gelatin R1-CEP 2000-344-Rev 03

o Nitta Gelatin R1-CEP 2005-217-Rev 02

o Pioneer Jellice R1-CEP 2008-048-Rev 00

Europe - Food:
e Regulation (EC) No 853/2004 laying down specific hygiene rules for food of animal origin.

e Regulation (EC) No 999/2001 laying down rules for the prevention, control and eradication of certain
transmissible spongiform encephalopathies.



Us:

e United States Food and Drug Administration - 21 CFR Part 189 - “Substances Prohibited from Use in
Human Food: Prohibited Cattle Materials.”

e United States Department of Agriculture (USDA) - 9 CFR 94.23 Importation of Gelatin Derived from
Bovines.

Japan - Food:

e Japanese Ministry of Health, Labor Welfare (MHLW) - “Food Sanitation Law,” Chapter 2, Article 7 and
Article 10 “Specifications and Standards for Food or Additives” revised and announced by MHLW
Notice No.0327-2 of March 27, 2015.

The bovine bone starting material is derived from healthy animals that were slaughtered in a slaughterhouse
and that passed an ante-mortem and post-mortem inspection by an official veterinarian.

For what concerns specified risk materials (SRMs), for this product, the bovine gelatin applied does not
contain skulls and spinal cord, but may contain vertebrae of animals younger than 30 months old
independently of their geographical origin.

Lonza is dedicated to ensuring that you receive the highest-quality products and services. If you have

additional questions or would like additional information, please get in touch with your local Lonza
representative.
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Revision History

Last update

Update description

September 2015 Actualization of the list of applicable CEPs and legislative references
July 2017 Introduction of R1-CEP 2010-043 and discontinuation of R1-CEP 2001-332, R1-CEP 2003-172,
Uy R1-CEP 2000-027 and R1-CEP 2002-110 as from October 1st, 2017
- Update of R1-CEP 2000-045 from Rev 03 to Rev 04, and R1-CEP 2005-217 from Rev 00
June 2019 to Rev 01
- Discontinuation of R1-CEP-2004-247 and R1-CEP-2004-320
July 2019 Update of R1-CEP 2005-217 from Rev 01to Rev 02
October 2019 Update of R1-CEP 2000-344 from Rev 02 to Rev 03
- Introduction of R1-CEP 2008-048-Rev 00
October 2022 - Update of regulatory references for the United States
- Update of R1-CEP 2000-029 from Rev 05 to Rev 06
August 2023 - CEPsin attachment replaced by recently signed versions
- Removal of regulatory reference for the Japanese pharma market
February 2024 Update of R1-CEP 2000-045 from Rev 04 to Rev 06

The information contained herein corresponds to Lonza’s knowledge on the subject at the date of publication and is, to the best of our knowledge,
accurate. However, Lonza refuses any liability for the application and use of further processed material containing our products. According to the relevant
regulations, the manufacturer of the final product is solely responsible for the use and commercialization of the Lonza product and the information

contained herein.

For further information, please contact your Lonza account representative.

Products: Hard Gelatin

MEXICO

Global Headquarters Date Issued:
Sites: Bornem BELGIUM, Colmar FRANCE, Greenwood USA, Puebla Muenchensteinerstrasse 38 February 2024

CH-4002 Basel, Switzerland
lonza.com

max validity: 2 years
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Certification of Substances Department

Certificate of suitability
No. R1-CEP 2000-029 - Rev 06

1 Name of the substance:

2  GELATIN

3 Limed bone gelatin

4  Name of holder:

5 ROUSSELOT

6 Kanaaldijk Noord 20-21

7  The Netherlands-5691 NM Son
8  Site(s) of production:

9 ROUSSELOT SAS
10  Chemin Moulins Premiers
11 France-84800 Isle-Sur-La-Sorgue

12 THIS CERTIFICATE SUPERSEDES THE PREVIOUS CERTIFICATE
13 R1-CEP 2000-029 - REV 05

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

19 - Countries of origin of source materials:

20 Argentina, Australia, Austria, Belgium, Bulgaria, Canada, Croatia, Cyprus, Czech Republic,
21 Denmark, Estonia, Finland, France, Germany, Greece, Hungary, India, Ireland, Italy, Latvia,
22 Lithuania, Luxembourg, Malta, Mexico, the Netherlands, New Zealand, Poland, Portugal,
23 Romania, Slovakia, Slovenia, Spain, Sweden, Switzerland, United Kingdom and United States of
24 America,

25 - Nature of animal tissues used in manufacture;

26 For United Kingdom and Greece: bovine bones free from skulls and spinal cord for cattle of all
27 ages and free from vertebrae for animals of 30 months and over.

28 For all other countries: bovine bones free from skulls and spinal cord but not free from
29 vertebrae for cattle of all ages.

30 - Manufacturing process:

31 Alkaline process

Address: 7 Allée Kastner, CS 30026
F-67081 Strasbourg (France)
Tel: +33 (0) 3 88 41 30 30 — e-mall: cep@edqm.eu
Internet: https://www.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, and in accordance with the dossier submitted.

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

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

This certificate is renewed from 15 May 2005 according to the provisions of Resolution
AP-CSP (07) 1, and of Directive 2001/83/EC and Directive 2001/82/EC and any subsequent
amendment, and the related guidelines.

This certificate has:

lines. . / e —

>

~ On behalf of the
Director of EDQM

Strasbourg, 6 June 2023

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

ROUSSELOT, as holder of the certificate of suitability

R1-CEP 2000-029 - Rev 06 for Gelatin

Any pharmaceutical compan
hereby authorises ..., YP ................................... P ..... y ............................

(rame 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 product(s) and marketing number(s), if known)

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

Global Regulatory Director

Date and Signature (of the CEP holder): / R lot BV
ousselo
21 June 2023 ( = / = Meulpqtp?takaai 81
AT B-9000 Gent
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Certificate of suitability
No. R1-CEP 2010-043-Rev 00

Name of the substance
GELATIN . .
Limed bone ge,lat_ln;._ i

Name of holder:
ROUSSELOT

Kanaaldijk Noord 20-21
The Netherlands-5691 NM Son ', St

Site(s) of production: gt ey
ROUSSELOT PEABODY INC. ‘j- i
227 Washington Street i
United States Am.-01960 Peabody, Massachusetts

THIS CERTIFICATE SUPERSEDES THE PREVIOUS CERTIFICATE
RO-CEP 2010-043-REV 02

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 origin of source materials :
Canada, United States of America and India

— Nature of animal tissues used in manufacture:
Bovine bones free from skulls and spinal cord, and free from vertebrae for anlmals over 30
months: Canada and United States of America.
Bovine bones free from skulls and spinal cord but not free from vertebrae Indla

~ 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 Strasbourg (France)
Tel: +33 (0) 3 88 41 30 30 — Fax: +33 (0) 3 88 41 27 71 - e-mall: cep@edqm.eu
Internet: http://www.edgm.eu
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Manufacture of the substance shall take place in accordance with a suitable quality assurance

- system, and in accordance with the dossier submitted.

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

; Thét cért!ﬂcate s valid provided that there has been no deterioration in the TSE status of the

coun,tr‘y(le§) of origin of the source material.

ThIs certiﬂcate is renewed from 5 January 2016 according to the provisions of Resolution AP-CSP
(07) 1, and of Directive 2001/83/EC and Directive 2001/82/EC and any subsequent amendment,
and the related guideiines

This certlﬂcate has
lines.

Strasbourg, 10 Decembef 2015
DECLARATION OF ACCESS (to :':b.? filled In by the certificate holder under their own responsibilty)

ROUSSELOT, as Holder of the certificate of suitabllity

R1-CEP 2619'-'04;:;!.;\; 00 for Gelatin

A P
b BUHGHEES oo Ny haunaceutlcal Company

(name af the pharmaceut/ca! company)

to use the above-mentioned certificate of sultabllity in support of thel application(s) for the following
Marketing Authotisation(s): (name of product(s) and markez‘lng number(s}, If knowr)

The holder also certifies that no significant changes to the operations as desctibed In the CEP dossler

have been made since the granting of this version-of t? e certificate. Kathleen Jacobs
——— Global Regulatory Director

Date and Signature (of the CEP ho/der) KJ == Rousselot BV

25th November 2022 \ Meulestedekaal 81

Address: 7 Allée Kastner, CS 30026
F-67081 Strasbourg (France)
Tel: +33 (0) 3 88 41 30 30 — Fax: +33 (0) 3 88 41 27 71 - e-mall: cep@edqm.eu

Internet: http://www.edgm.eu
Page 2 of 2
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Certification of Substances Department

Certificate of suitability
No. CEP 2000-045 - Rev 06

Name of the product:
GELATIN
Limed bone gelatin

Details of holder:
TESSENDERLO GROUP N.V.
Division PB Leiner

Marius Duchéstraat 260
Belgium-1800 Vilvoorde
SPOR ORG ID: 100038809
SPOR LOC ID: 100060926

After examination of the information provided on the origin of raw material(s), and the type of tissue(s)
used, and the production method, we certify that the product meets the criteria described in the
current version of the European Pharmacopoeia monograph Products with risk of transmitting
agents of animal spongiform encephalopathies No. 1483. The approved site(s) of production are
included in annex.
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‘ www.edgm.eu

— Countries of origin of source materials:

Austria, Belgium, Bulgaria, Canada, Croatia, Cyprus, Czechia, Denmark, Estonia, Finland,
France, Germany, Greece, Hungary, India, Ireland, Italy, Latvia, Lithuania, Luxemburg, Malta,
Mexico, the Netherlands, Norway, Poland, Portugal, Romania, Slovakia, Slovenia, Spain,
Sweden, Switzerland, United Kingdom and United States of America

Nature of animal tissues used in manufacture:

Bovine bones free from skulls and spinal cord, and free from vertebrae for animals of 30 months
and over: Greece and United Kingdom

Bovine bones free from skulls and spinal cord: Austria, Belgium, Bulgaria, Canada, Croatia,
Cyprus, Czechia, Denmark, Estonia, Finland, France, Germany, Hungary, Ireland, India, Italy,
Latvia, Lithuania, Luxemburg, Malta, Mexico, the Netherlands, Norway, Poland, Portugal,
Romania, Slovakia, Slovenia, Spain, Sweden, Switzerland and United States of America

Manufacturing process:
Alkaline process

The holder of the certificate should fulfil the following conditions in order to maintain the validity of
this certificate.

The dossier submitted must be updated in accordance with EDQM guidance on the requirements
for revision of certificates of suitability.

Tel » +33 (0) 3 8841 30 30 EDQM
Mail » cep@edgm.eu 7 allée Kastner, CS 30026, F-67081 Strasbourg

‘ www.coe.int
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Production of the substance shall take place in accordance with a suitable quality assurance
system, and in accordance with the dossier submitted.

Necessary information from the submitted dossier shall be shared with authorised users in order
to enable them to evaluate the suitability of this product for its intended use. This includes
informing them of any relevant change in the associated dossier.

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

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

This certificate is granted within the framework of Resolution AP-CSP (07) 1 adopted by the Council
of Europe Public Health Committee (Partial Agreement) (CD-P-SP) in February 2007. With regard
to its use in the member states of the European Union/European Economic Area, it is granted in
accordance with the provisions of Directive 2001/83/EC and Regulation (EU) 2019/6 as amended,
and the related guidelines.

This certificate is valid from 24 January 2024.

On behalf of the
Director of EDQM

Helene BRUGUERA
January 24, 2024 |

Page 2 of 4 CEP 2000-045 - Rev 06
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SITE(S) OF PRODUCTION:

PB GELATINS GMBH

Grosse Drakenburger Strasse 43
Germany-31582 Nienburg
SPOR ORG ID: 100038791
SPOR LOC ID: 100060900

TESSENDERLO GROUP N.V.
Division PB Leiner

Marius Duchéstraat 260
Belgium-1800 Vilvoorde
SPOR ORG ID: 100038809
SPOR LOC ID: 100060926

PB GELATINS UK LTD.

Treforest, Industrial Estate

Pontypridd

United Kingdom-CF37 5SQ Rhondda Cynon TAFF
SPOR ORG ID: 100038789

SPOR LOC ID: 100060894

Page 4 of 4
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PB LEINER TO WHOM IT MAY CONCERN

The Clear Solution

LETTER OF ACCESS
Date: February 07, 2024
CEP number: No. CEP 2000-045 - Rev 06
Name of the substance: GELATIN
CEP holder: TESSENDERLO GROUP N.V. Division PB Leiner

Marius Duchéstraat 260 - 1800 Vilvoorde, Belgium

The CEP holder hereby authorises any of Lonza’s pharmaceutical customers to refer to the
abovementioned CEP in support of their drug products containing empty hard gelatin capsules supplied

by Lonza.

The CEP holder commits to batch-to-batch consistency, to share information in order to enable its
concerned customers to take full responsibility for an evaluation of the suitability of the gelatin for its

intended use, and to inform them of any relevant changes to the CEP dossier.

Dr.Mohammed Boularas
Regulatory Affairs Officer

PB Leiner | Marius Duchéstraat 260, 1800 Vilvoorde | www.pbleiner.com | info@pbleiner.com | +322 25562 11

VAT BE 0412 101 728 — RLP Brussels | Registered Office: Troonstraat 130 rue du Trone, B-1050 Brussels, Belgium

Part of Tessenderlo Group


http://www.pbleiner.com/
mailto:info@pbleiner.com

DocuSign Envelope ID: BAC307D5-B596-4EE8-B520-B3DFC7057A99
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Certlf'catlon of Substances Division

' Certificate of suitability
No. R1-CEP 2001-424-Rev 03

Name of the substance:

GELATIN. fﬁ‘?""“‘*’ﬁi“*’%

Limed bone: gelatm Very short limed bone gelatin
‘dg}i )

Name of holder:

Site(s) of praducﬁon:
GELITA AG

Gammelsbacher Strasse 2
Germany-69412 Eberbach

GELITA AG
Alpenstrasse 44
Germany-87700 Memmingen

GELITA USA INC.
2445 Port Neal Industrial Rd

W i
THIS CERTIFICATE SUPERSEDES THE‘PREVIOUS CERTIFICATE
R1-CEP 2001-424-REV 02

After examination of the information provided on the origin of raw: materlai(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 transmlttlng agents of animal spong|form encephalopathies

Sweden United ngdom and Unlted States of America

— Nature of animal tissues used in manufacture:
Bovine bones free from skulls, spinal cord and vertebrae from cattle older than

— manufacturing process:
Alkaline process

Address: 7 Allée Kagtner, CS 30026
F-67081 Strasbourg (France)
Tel: +33 (0) 3 88 41 30 30 = Fan: 433 (0) 3 88 41 27 71 - e-mail: cep@edgm.eu
Internet: http://www.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 and in accordance with the dossier submitted.

39 : Failure to comply with these provisions will render this certificate void.
40 The cerur t:ate is valid provided that there has been no deterioration in the TSE status of the
41 country(les) of ongln of the source material.

At

42  This certiﬁciéi%e-is l"Je“he{;ved from 11 December 2006 according to the provisions of Resolution AP-
43 CSP (07) 1,.and.of, Directive 2001/83/EC and Directive 2001/82/EC and any subsequent
44  amendment, and the related gwdelmes

45  This certificate has: 1
46  lines.

* On behalf of the

4

_ 3 Director of EDQM

DECLARATION OF ACCESS (fo be filled in by Me cemﬁcate holder under their own responsibility)
‘Wi@f ) ﬂ N

GELITA Group, as holder of the certlf‘cate of suitability
m B
s hl g

R1-CEP 2001-424-Rev 03 for Gelatm

have been made since the granting of this version of the DS

DocuSigned by: GELlTh AG
Uterstr. T

. . WUy
Date and Signature (of the CEP hofder).Hem B 89412 EDBDECT penrkis
Eberbach,28. November 2022

Insides Sales Specialist EMEIA Operative Reg:
A

Address: 7 Allée Kastner, CS 30026
F-67081 Strasbourg {France)
Tel: +33 (0) 3 88 41 30 30 — Fax: +33 (0) 3 88 41 27 71 - e-mail: cep@edagm.eu
Internet: http://www.edam,eu
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Certification of Substances Division

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

Name of the substance:
GELATIN
Limed Bone Geiatin

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
ECP Road, Viliage Karakhadi
Taluka Padra
India-391 450 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 inciuding supplements.

— country(ies) of origin 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.

B i s AR 5 ytner y - s I ]
Address: 7. allée Kasmer. CS 30026 - F - 67081 Strasbourg {France) i 2 ] i
Telephone: 33 (0) 3 8841 30 30 - Fax: 33 (0) 3 88 41 27 71 - e-mail cep@edgm.eu i i
3 2 { i

Internet : hitpr//www.edgm.eu { (' i
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23
,\GManUfacture of the substance shall take place in accordance with a suitable quality
[; SQ assurance system such as ISO 9001 and HACCP standards. and in accordance with
K\GU 3‘%‘/ the dossier submitted.
34
35  The ceriificate is valid pmwded there has been no detenorat ion in the TSE status of the
36  country(ies) of origin of the source matenal ; s
37  This certificate is renewed from 17 May 2007 ar‘cord ing to the provisions: -of Resolution
38 AP-CSP (93) 5 as amended, and of Directive 2001/83/EC and Directtve 2001/82/EC
39

and any subsequent amendment, and the related guzdeémes

Th!S certificate has:

On behalf of the
Director of EDQM

Strasbrg, 10 November 2010

DECLARATION OF ACCESS (to be filled in by the certificate holder under ‘zgé‘;;a;m ;rés@c;aszbmfy; P Bl
28/ - Jfs 2025

STERLING BIOTECH LIMITED. as holder of the certificate of suitability

R1-CEP 2001-211-Rev 01 for GELATIN

hereby authorises Any Pharmmaceutical Company
{name of the pharmaceut;cal company,

to use the above-mentioned certificate of suitability in support of their application(s) for the following
Marketing Authorisation(s): (name of produci(s) and marketing number(s), if known)

The holder also certifies that no significant changes to the operations as described in the CEP dossier
have been made since the granting of this ve of the ceriificate.

\ STERLING BIOTECH LIMITED |
VikraWy Kale Division - Sterling Gelatin |
Vice President(QC/QA)}  ECP Road, Village : Karakhadi - 391450
Date: 2@, )\\‘W : Ta Padra Dist.: Vadodara, Gujarat, Indla‘

Date and Signature (of the CEF holder):
g

'.L 30026 - F - 67081 Strasbourg (f‘{m‘lu.)
3030 - Fax: 33(0) 38841 27 71 - c-mail: cep@edgm.cu
lm ernet - hitprwww.edgm.eu
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Certification of Substances Department

Certificate of suitability
No. R1-CEP 2005-217-Rev 02

Name of the substance:
GELATIN
Limed bone gelatin

Name of holder:

NITTA GELATIN INC.

4-26, Sakuragawa 4-chome
Japan-556-0022 Naniwa-Ku, Osaka

Site(’s) of production:

NITTA GELATIN INC.

Osaka Plant

2-22, Futamata
Japan-581-0024 Yao-Shi, Osaka

THAI BONES INDUSTRY CO,, LTD.
Ayutthaya Plant

30 Moo 12 Tambol Utai

Thailand-13210 Amphur Uthai, Ayutthaya

THAI BONES INDUSTRY CO,, LTD.

Rangsit Plant

27/1 Moo 5, Tambol Klongnueng

Thailand-12120 Amphur Klongluang, Patumthanee

NITTA GELATIN INDIA LTD.
Ossein Division

Kathikudam P.O. Koratty
India-680 308 Trissur, Kerala

NITTA GELATIN INDIA LTD.

Reva Division

Plot No. 832, G.I.D.C. Industrial Estate
India-393 110 Jhagadia

BAMNI PROTEINS LIMITED

P.O. Dudholi, Bamni

Chandrapur District

India-422 701 Via Ballarpur, Maharashtra

THIS CERTIFICATE SUPERSEDES THE PREVIOUS CERTIFICATE
R1-CEP 2005-217-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
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.

— Countries of origin of source materials:
Argentina, Canada, France, India, New Zealand and United States of America.

— Nature of animal tissues used in manufacture:
Bovine bones free from skull and spinal cord, free from vertebrae over 30 months of age.

Address: 7 Allée Kastner, CS 30026
F-67081 Strasbourg (France)
Tel: +33 (0) 3 88 41 30 30 - Fax: +33 (0) 3 88 41 27 71 - e-mail: cep@edgm.eu
Internet: http://www.edgm.eu
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— 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, and in
accordance with the dossier submitted.

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

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

This certificate is renewed from 30 March 2011 according to the provisions of Resolution AP-CSP (07) 1,

and of Directive 2001/83/EC and Directive 2001/82/EC and any subsequent amendment, and the related

guidelines.

This certificate has: H /]
lines. Z W )
! (L7 R

On behalf of the
Director ¢of EDQM

Strasbourg, 16 July 2019

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

Nitta Gelatin Inc., as holder of the certificate of suitability

R1-CEP 2005-217-Rev 02 for Gelatin

hereby authorises ............. Any Pharmaceutical Company

(name 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 product(s) and marketing number(s), if knowrn)

The holder also certifies that no significant changes to the operations as described in the CEP dossier
have been made since the granting of this version of the certificate.
Date and Signature (of the CEP holder): Dec. 5, 2022 f{ r Takas;i/Watanabe

)

General' Manager,Quality Assurance Dept.
Nitta Gelatin Inc.

Address: 7 Allée Kastner, CS 30026
F-67081 Strasbourg (France)
Tel: +33 (0) 3 88 41 30 30 - Fax: +33 (0) 3 88 41 27 71 - e-mail: cep@edgm.eu
Internet: http://www.edgm.eu
Page 2 of 2
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COUNCHL OF BUROPE

European Directorate for the
Quality of Medicines & HealthCare

CONSEIL DE UFLIROPE

Certification of Substances Division

Certificate of suitability
No. R1-CEP 2008-048-Rev 00

Name of the substance:

GELATIN
Limed bone gelatin

Name of holder:
PIONEER JELLICE INDIA PRIVATE LIMITED

Revenue Survey No. 65, 66 & 67, Semman Kuppam
Chidambaram Main Road
India-607 005 Cuddalore

Site(’s) of production:
PIONEER JELLICE INDIA PRIVATE LIMITED
Revenue Survey No. 65, 66 & 67, Semman Kuppam
Chidambaram Main Road

India-607 005 Cuddalore

= THIS CERTIFICATE SUPERSEDES THE PREVIOUS CERTIFICATE
RO-CEP 2008-048-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 of origin of source materials:
India

— Nature of animal tissues used in manufacture:
Bovine bones free from skulls and vertebrae

— Manufacturing process:
Alkaline process

Address: 7 Aliée Kastner, C5 30026
F-67081 Strasbourg {France)
Tel: +33 (0) 3 88 41 30 30 ~ Fax: +33 (0) 3 88 41 27 71 - e-mail: cep@edgm.eu
Internet: http://www.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, and in accordance with the dossier submitted.

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

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

t

This certificate is renewed from 2 February 2014 according to the provisions of Resolution AP-
CSP (07) 1, and of Directive 2001/83/EC and Directive 2001/82/EC and any subsequent
amendment, and the related guidelines.

This certificate has:
lines.

On behalf
Director of

Strasbourg, 30 January 2014
DECLARATION OF ACCESS (to be filled in by the certificate holder under their own responsibility)

PIONEER JELLICE INDIA PRIVATE LIMITED, as holder of the certificate of suitability
R1-CEP 2008-048-Rev 00 for Gelatin
hereby authorises AN)'(PH ARM.AGE.UT[ICAL...&M?AN.Y
(name 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 product(s) and marketing number(s), if known)

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

Date and Signature (of the CEP holder):

Pioneer Jellice India Private Limited

Address: 7 Allée Kastner, C5 30026
F-67081 Strasbourg (France)
Tel: +33(0)3 88413030 —-Fax: +33(0)3 88412771 - e-mail: cep@edgm.eu
Internet: hitp://www.edgm.eu
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