
cerliJlcate No: UK GI\,4P 31876 tnsp c[4P 31876/382058-0004 .:.:!.:.tj MHRA......"...'.''-".''.'".

Medicines and Healthcare products Regulatory Agency

CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER

Part 1

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

The competent authority ofthe United Kingdom confhms the following:

The manufacturer SVIZERA LABS PRIVATE LIMITED

Site address PLOT NO. D-16/6
TTC INDUSTRIAL AREA
TURBHE
NAVI]\,IUI\4BAI
tN-400703
INDIA

Has been inspected in connection with marketing aulhorisation(s)lisiing manufaciurers located outside ofthe
European Economic Area in accodance with Alt.111(4) of Dircctive 2001/83/EC lransposed in the following nationa
legislation: The Human Medicines Regulations 2012 lsl201211916).

From the knowledge gained during inspection ofthis manufaciurer, the latest ofwhich was conducted
on 25/06/2017, it is considered that jt complies with the pdncjples and guidelines of Good
Manufacturing Practice laid down in Directive 2003/94/EC.

This certificaie reflects the slatus ofthe manufaciufing site at the time of the inspection noted above
and should nol be relied upon to reflectthe compliance status if more than three yearc have elapsed
since the date ofthal inspecijon. However, this period ofvalidily may be reduced or extended using
regulatory risk management principles by an entry in the Restrictions or Clarifying remarks field.

This cerlificale is only valid when presenled with all pages and both parts 1 and 2.

The authenticity ofthis cedificate may be verified in EudracI\,4DP. lf it does not appear please contact
the issuing authority.
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Certificaie No: UK GMP 31876 lnsp GMP 31876/382058-0004

Patl2

Human Medicinal Products
,1. MANUFACTURING OPERATIONS

1.1 Sterile products

Not Authorised

1.2 Non-sterileproducts

1 .2.1 Non'sterile prod ucts (process ing operations for the following d osage forrns )

1.2.1.'1 Capsules, hard shell
1.2.1.8 Other soiid dosage foms
1.2.1.13 Tablets
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1.3

1.4

Biological rhedicinal products

Not Authorised

Other products or manufacturing activity

1.5 Packaging

1.5.2 Secondarypackaging

1.6 Qualitycontroltesting

1.6.2 Microbiological: non-sterility
1.6.3 Chemical/physical

2. IMPORTATION OF MEDICINAL PRODUCTS

2.'l Quality control tesiing of imported medicinal products

Not Authorised

2.2

2.3
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Batch cerlification of imported medicinal products

Not Aulhorised

Olher importation activities

Not Authorised
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Certificate No: uK GL4P s1876 tnsp cMp itezolagzoss-ooo+

3. MANUFACTURING OPERATIONS
3.1 Manufacture of Active Substance by Chemicat Synthesis

NotAuthorised

3.2 Processing Activities of Active Substance from Natural Sources
Not Authodsed

Manufacture of Active Substance using Biological Processes
NotAuthorised

Manufacture of stefi le aclive substance
Not Autho sed

General Finishing Steps
Not Authorised

Quality Control Testing
NotAuthorised

OtherActivities
Not Authorised
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3.3

3.4

3.5
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Certificate No: uK Glrp 31876 tnsp GMp 41876/382058-0004

Any resirictions orclarifying remarks related to the scope ofthis certificate:

1. Building(syArea(s)

,it'i;i MHRA

5

3

Room(s)

Line(s) Equipment(s)

QC testing

[/edicinal Product(s)/l[.4P{s)

Name ofthe authorised person ofthe
Competent Authorily ofthe United Kingdom

Tracy Moore
GMP lnspectot
Tracy.Moore@mhra.gov.uk

Date:27/OZ2O18
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