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Aééncia Reguladora de Medicinas y Productos para el Cuidado de la
Salud

CERTIFICADO DE CUMPLIMIENTO DE BPM DEL FABRICANTE

Parte 1
Se emite seguido de una inspeccion de acuerdo con el Art. 111(5) de Directiva 2001/83/EC.

La autoridad competente del Reino Unido confirma lo siguiente:

El fabricante: MACLEODS PHARMACEUTICALS LIMITED
Direccion del sitio  VILLAGE THEDA

POST OFFICE LODHIMAIJRA

TEHSIL BADDI

DISTRICT SOLAN

HIMACHAL PRADESH

IN-174101

INDIA

Ha sido inspeccionado en conexidn con autorizacidn(es) de comercializacién listadas por el fabricante localizadas
fuera del Area Econédmica Europea en conformidad con el Art. 111(4) de Directiva 2001/83/EC transpuesto en la
siguiente legislacion nacional: Regulaciones de Medicinas Humanas 2012 (S1 2012/1916).

=,
%‘é gbn&cl iento obtenido durante la inspeccidn de este fabricante, la Ultima realizada el 27/04/2017, se considera
wtmon los principios y guias de las Buenas Practicas de Manufactura dispuestas en la Directiva 2003/94/EC.
.
Este certificado refleja el estado del sitio de manufactura al momento de la inspeccidn anotada anteriormente y
no se debe confiar en esta para reflejar el estado de cumplimiento si mas de tres afios han pasado desde la fecha
de la inspeccion. Sin embargo, este periodo de validez puede ser reducido o extendido usando principios de
administracién de riesgos regulatorios por una entrada en el campo de observaciones de las Restricciones o
Clarificaciones.

autoridad emisora.
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ificado No: UK GMP 31303 Insp GMP 31303/1706716-0007

Productos Medicinales Humanos

1. OPERACIONES DE MANUFACTURA
1.1 Productos Estériles

No Autorizado

1.2 Productos no estériles

: MHRA

Requiating Meaicines and Medical Davices

1.2.1  Productos no estériles (operaciones de procesamiento para las siguientes formas de dosis)

1.2.1.1 Capsulas, céscara dura
1.2.1.13 Tabletas

1.3 Productos medicinales biolégicos
No Autorizado

1.4 Otros productos o actividad de manufactura
No Autorizado

1.5 Empaquetado
1.5.2 Empaquetado secundario

1.6 Prueba de control de calidad
1.6.2  Microbioldgica: no esterilidad

1.6.3  Quimica/fisica

2. IMPORTACION DE PRODUCTOS MEDICINALES
2.1 Prueba de control de calidad de productos medicinales importados
No Autorizado

2.2 Certificacion del lote de productos medicinales importados
No Autorizado

23 Otras actividades de importacion
No Autorizado
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i 3. OPERACIONES DE MANUFACTURA
3.1 Manufactura de la Sustancia Activa por Sintesis Quimica
No Autorizado

3.2 Actividades de Procesamiento de la Sustancia Activa de Fuentes Naturales
No Autorizado

3.3 Manufactura de la Sustancia Activa usando Procesos Bioldgicos
No Autorizado

3.4 Manufactura de la sustancia activa estéril
No Autorizado

3.5 Pasos de Terminado Generales
No Autorizado

3.6 Pruebas de Control de Calidad
No Autorizado

4 Otras Actividades
No Autorizado
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Certificado No: UK GMP 31303 Insp GMP 31303/1706716-0007

er restriccion u observacion aclaratoria relacionada al ambito de este certificado:

El Certificado BPM EU es para Tabletas y Capsulas de Gelatina Dura producidas en Edificio

Block N2 (Block General)
1. Edificio(s)/Area(s)
Block N2 solo aprobado.
2. Habitacion(es)
N/A
3. Equipo(s) de Linea(s)
N/A
4. PruebadeQC

Para Tabletas y Capsulas producidas en

N/A oY

Nombre de la persona autorlzad dewléx
\\ 7
Autoridad Competente del Remc&lhﬁfge

\

lan Holloway
Inspector BPM
lan.Holloway@mbhra.gsi.gov.uk

Fecha: 21/08/2017
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Medicines and Healthcare products Regulatory Agency

CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER

Part 1

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

The competent authorily of the United Kingdom confirms the following:

The manufacturer ~ MACLEODS PHARMACEUTICALS LIMITED

Site address VILLAGE THEDA
POST OFFICE LODHIMAJRA
TEHSIL BADDI
DISTRICT SOLAN
HIMACHAL PRADESH
IN-174101
INDIA

Has been inspected in connection with marketing authorisation(s) listing manufacturers located outside of the
European Economic Area in accordance with Art.111(4) of Directive 2001/83/EC transposed in the following national
"alegilslatlun The Human Medicines Regulations 2012 (S| 2012/1916).

‘p 2
4

s G
%F@‘r@ knowledge gained during inspection of this manufacturer, the latest of which was conducted
/6412017, it is considered that it complies with the principles and guidelines of Good

\Ma/ g_c:unng Practice laid down in Directive 2003/94/EC.
'\ s / P
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.
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This certificate is only valid 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.
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Part 2

" Human Medicinal Products
1. MANUFACTURING OPERATIONS
11 Sterile products
Not Authorised

1.2 Non-sterile products
1.2.1  Non-sterile products (processing operations for the fo'lowing dosage forms)

1.2,1.1 Capsules, hard shell
1.2.1.13 Tablets

1.3 Biological medicinal products
Not Authorised

1.4 Other products or manufacturing activity
Not Authorised

1.8 Packaging
1.6.2  Secondary packaging

1.6 Quality control testing
1.6.2  Microbiological: non-sterility
1.6.3  Chemical/physical

2. IMPORTATION OF MEDICINAL PRODUCTS
21 Quality control testing of imported medicinal products
Not Authorised

2.2 Batch certification of imported medicinal products
Not Authorised

2.3 Other importation activities
Not Authorised

L. SHARMA
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3. MANUFACTURING OPERATIONS

3.1

3-2

33

3.4

3.5

3.6

Medicines and Healthcare
LProducts Regulatory Agenss.f

Manufacture of Actlve Substance by Chemical Synthesis
Not Authorised

Processing Activities of Active Substance from Natural Sources
Not Authorised .

Manufacture of Active Substance using Biological Processes
Not Authorised

Manufacture of sterile active substance
Not Authorised

General Finishing Steps
Not Authorised

Quality Control Testing
Not Authorised

Other Activities
Not Authorised
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restrictions or clarifying remarks related to the scope of this certificate:

= ' The EU GMP Certificate is for Tablets and Hard Gelatin Capsules produced in Building
Block N2 (General Block)
1. Building(s)/Area(s)
Block N2 approved only.
2 Room(s)
N/A
3. Line(s) Equipment(s)
N/A
4,  QC testing
For Tablets and Capsules produced in Block NZ.
5. Medicinal Product(s)/IMP(s)
N/A

Name of the authorised person of the
Competent Authority of the United Kingdom

lan Holloway
GMP Inspector
lan.Holloway@mbhra.gsi.gov.uk

Date: 21/08/2017
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