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Agence nationale de sécurité du médicament
et des produits de santé

French National Agency for Medicines and Health Products Safety
CERTIFICATE NUMBER: 17MPP030HFR01

CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER

Part 1

Issued following an inspection in accordance with :
Art. 111(5) of Directive 2001/83/EC as amended

The competent authority of France confirms the following:
The manufacturer: LAB-SERVICE S.A.
Site address: Z4 du Verdier, LA ROCHE VINEUSE, 71960, France

Is an active substance manufacturer that has been inspected in accordance with Art. 111(1) of Directive
2001/83/EC .

il

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted on
2015-02-19 , it is considered that it complies with :

 The principles of GMP for active substances ? referred to in Article 47 of Directive 2001/83/EC .

This certificate reflects the status of the manufacturing site at the time of the inspection noted above and
should not be relied upon to reflect the compliance status if more than three years have elapsed since the date
of that inspection. However, this period of validity may be reduced or extended using regulatory risk
management principles by an entry in the Restrictions or Clarifying remarks field. This certificate is valid

only when presented with all pages and both Parts 1 and 2. The authenticity of this certificate may be verified
in EudraGMDP. If it does not appear, please contact the issuing authority.

" The certificate referved to in paragraph 111(3) of Directive 2001/83/EC and 80(5) of Directive 2001/82/EC, shall also be required for imports
coming from third countries into a Member State.

? Guidance on the interpretation of this template can be found in the Help menu of EudraGMDP database.
3 These requirements fulfil the GMP recommendations of WHO.
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Agence nationale de sécurité du médicament
et des produits de santé

Part 2

Manufacture of active substance. Names of substances subject to inspection :
ACTIVE SUBSTANCESY en) / SUBSTANCES ACTIVES( fr)

3. MANUFACTURING OPERATIONS - ACTIVE SUBSTANCES

Active Substance : ACTIVE SUBSTANCES

3.5 | General Finishing Steps

3.5.1 Physical processing steps :

Micronisation, Sieving, Milling
3.5.2 Primary Packaging (enclosing / sealing the active substance within a packaging material
which is in direct contact with the substance)
3.5.3 Secondery Packaging (placing the sealed primary package within an outer packaging
material or container. This also includes any labelling of the material which could be used for
identification or traceability (lot numbering) of the active substance)
3.6 | Quality Control Testing

3.6.1 Physical / Chemical testing

Any restrictions related to the scope of this certificate :

Workshop 1: Manufacturing of active substances for human and veterinary use; Wovkshop 3:
Manufacturing of active substances for veterinary use {dedicated to beta-lactams).

2017-67-05 Name and signature of the authorised person of the
Competent Authority of France

Le chef du pdle inspection des matieres premiéres
Direction de linspettion

A [/
T d’ Mpr. Guillaume Renand
e G French National Agency for Medicines and Health
Guillaume RENAUD Products Safety
Tel: +33 1 55873911
Fax: +33 155873912
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¢ Lloyd's Register
=2 LRQA

CERTIFICATE OF APPROVAL -

This is to certify that the Quality Management Syéfém of:

LAB SERVICE
Z.A. du VERDIER
71960 LA ROCHE VINEUSE, France

has been approved by Lloyd's Register Quality Assurance
to the following Quality Management System Standards:

ISO 9001:2008
The Quality Management System is applicable to:

Micronisation and particle size analysis.

Approval Original Approval: 16 September 2003
Certificate Current Certificate: 16 September 2015
No: FQA 9917438 Certificate Expiry: 15 September 2018

Issued by: Lloyd's Register Quality Assurance France SAS

cofrac
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CERTIFICATION
DE SYSTEMES
DE MANAGEMENT
ACREDITATION
N4-0003
PORTEE
DISPONIBLE SUR
WWW.COFRACFR

1, boulevard Vivier Merle, 69443 Lyon cedex 03

This approval is carried out in accordance with the LRQA assessment and certification procedures and manitored by LRQA
Macro Revision 15

Ligyd's Registar Group Limitad, its affiliates and subsidiaries, including Lloyd's Register Quiality Assurance Limitad (LROA), and their respective officars, amplayees or agents are, individually 3nd cotlectively, rafarrad o in this flanea
as ‘Llayd's Ragister’. Lloyd's Register assumas no rasponsibility and shall oot ba liabla to any person for any loss, damaae oc senense rancad hu ralianes ~m b fefo o
that nersan hat ginnarl a rantract asch Han salonane floeden s -



% Lloyd's Register
LRQA

CERTIFICAT D'APPROBATION

Nous certifions que le Systéme de Management de la Qualité de la société:

LAB SERVICE
Z.A. du VERDIER
71960 LA ROCHE VINEUSE, France

a été approuvé par la société Lloyd's Register Quality Assurance
selon les normes de Management de la Qualité suivantes:

1SO 9001:2008

Le Systéme de Management de la Qualité concerne:

Micronisation et réalisation d'analyse a facon

Certificat Premiére approbation: 16 Septembre 2003
d'approbation Certificat en cours: 16 Septembre 2015
No: FQA 9917438 Expiration du certificat: 15 Septembre 2018
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Emis par: Lloyd's Register Quality Assurance France SAS

cofrac

CERTIFICATION
DE SYSTEMES
DE MANAGEMENT
ACCREDITATION
H'4-0003
PORTEE
DISPONIBLE SUR
WWW.CORRACAR

1, boulevard Vivier Merle, 69443 Lyon cedex 03
Cette approbation est soumise aux procédures d'audit, de certification et de surveillance de LRQA.
Macro Revisian 15

Lloyd's Register Group Limitad, its affiliates and subsidiaries, ini c[udlng Lloyd's Register Quality Assurance Limited (LRQA), and their respective officers, employees or agents are, mdiwduall; and collectwely referred to in this clause
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Number of accreditation -
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Accreditation certificate of foreign drug manufacturer

B4 IT4& R Lab-Service s. a.
Name (Name of

corporation)

SELERT DA FR Lab—-Service s. a.
Name of the
manufacturing

establishment

BLERT O FR{E Z.A. du Verdier 71960 La Roche Vineuse France
Location of the
manufacturing

establishment

REDORS E# T —i% (Non-sterile Drugs)
Accreditation

categories

EEL, EFEEREORE., AOERUCEEEOERESIZET HIEES 13 £0 3 0REIC
FVRESNEEMEMEERE THDIZ LEHEHT 5,

It is certified that the above manufacturer is certificated foreign drug manufacturer
pursuant to Article 13-3 of the Act on Securing Quality, Efficacy and Safety of Pharmaceuticals,
Medical Devices, Regenerative and Cellular Therapy Products, Gene Therapy Products, and Cosmetics.
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“ h Food and Drug Administration

/a DEPARTMENT OF HEALTH & HUMAN SERVICES

Public Health Service

B CENTER FOR DRUG EVALUATION AND RESEARCH

March 8, 2016

Vincent Boullay

President

Lab-Services S.A.

455 Z.A. Du Verdier

71960 La Roche Vineuse, France

Reference FEI; 3007373388

Reference Inspection Date(s): September 14-17, 2015
Establishment Locale: La Roche Vineuse, France

Dear Mr. Boullay:

Division of Quality Surveillance Assessment
Inspection Assessment Branch

10903 New Hampshire Avenus

Building #51, Room 43186

Silver Spring, MD 20993

TELEPHONE; 301-796-3254
FAX: (301) 847-8742

We are enclosing a copy of the establishment inspection report (ER) for the inspection that the U.S. Food and
Drug Administration (FDA) conducted at your premises on the referenced locale and date(s). When the Agency
concludes that an inspection is “closed” under 21 CFR 20.64(d)(3), it will release a copy of the EIR to the
inspected establishment. This procedure is applicable to EIRs for inspections completed on or after April 1, 1997.

The Agency continually works to make its regulatory process and activities more transparent to the regulated
industry. Releasing this EIR to you is part of this effort. The copy being provided to you comprises the narrative
portion of the report; it may reflect redactions made by the Agency in accordance with the Freedom of
Information Act (FOIA) and 21 CFR Part 20. This, however, does not preclude you from requesting additional

information under FOIA.

[f there is any question about the released information, feel free to contact me at the above address or number.

Concepcion
Branch Chie
[nspection Aks

Enclosure: EIR

sment Branch



