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MEDICINES AND HEALTHCARE PRODUCTS REGULATORY AGENCY
Onbehalf of the Licensing Authority under:

The HumanMedicines Regulations 2012 (SI 2012/1916)

Manufacturer’s “Specials” Licence

 

SECTION 1A

1. Licence Number

MS Number: MS 32879

2. Nameof Licence Holder

VERTICAL PHARMA RESOURCESLIMITED

3: Trading Style

INTEGRATED PHARMACEUTICAL SERVICES(IPS)

4. Address(es) of manufacturing/importing site(s)
(All authorised sites should belisted if not covered by separate licences)

 

 

    

MHRASITE SITE NAME: ADDRESS:
NUMBER:
93706 VERTICAL PHARMA 41 CENTRAL AVENUE, WEST MOLESEY,KT8 2QZ,

RESOURCESLIMITED UNITED KINGDOM
 

5. Legally registered address of Licence Holder

 

[41 CENTRAL AVENUE, WEST MOLESEY,KT8 2QZ, UNITED KINGDOM

6. Scopeof authorisation and dosage form

See ANNEX 1

7. Legalbasis of licence

See Section 1B oflicence.
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10.

Regulatory Agency

MS Numser: MS 32879 Version: 23

8. Nameof responsible officer of the competent authority of the memberstate granting the
manufacturing authorisation

Olumuyiwa Abimbola

SECTION1A (continued)

Date 06/10/2020

Annexes attached

Annex 1

Optional Annexes

Annex 4 (Contract Laboratories)

Annex 5 (Name of Qualified Person)

Annex 6 (Name of Responsible Person)

Annex 8 (Manufactured/Imported products)

Annex 9 (Storage Sites)
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MEDICINES AND HEALTHCARE PRODUCTS REGULATORY AGENCY
Onbehalf of the Licensing Authority under:

The Human Medicines Regulations 2012 (SI 2012/1916)

Manufacturer’s “Specials” Licence

 

1s

SECTION 1B

This licence is granted in accordancewith regulation 17 of The Human Medicines Regulations
2012 (SI 2012/1916) and is subject to the provisions of these regulations.

2. It authorises the processes of manufacture and/or assembly and/or importation to which regulation
167 of The Human Medicines Regulations 2012 (SI 2012/1916) applies, of the description or

generalclassification at the premises specified and in accordancewith the particulars set outin
Section 3 by the licence holder named. All manufacturing operationsin respectof those products

for which a productlicenceis required shall be conducted so as to ensure that the products shall

conform to the standards of strength, quality and purity applicable to them in accordance with the
specification made by the person to whoseorderthey are manufactured or the specification under
which the products are sold or supplied.

In relation to such products the licence holdershall either:

a) provide and maintain suchstaff, premises and plant as are necessary for carrying outin

accordance with such specification any tests of the strength, quality or purity as required by that
specification or,

b) make arrangements with a person approved by the Licensing Authority for such tests to be
carried out on his behalf by that person.

3. The operations referred to in Section 3 shall be undertaken by the personnel namedtherein or by
such other person as may be approved by the Licensing Authority.

 

Attention is drawnto the structureof this licence (as detailed on page 4 of Section 1) andtoits
completenessin accord with that structure. This is of particular relevance where the holder of

the licence is using it as evidenceto a third party in support of claims to carry out those

operations and activities to which this licence applies on premises and using personnel
coveredbythis licence.
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SECTION1B (continued)

4. Thelicence holder's arrangementfor:

(d)

a) identification and storage of materials and ingredients before and during manufacture and for the

storage of medicinal products after manufacture or assembly;

b) ensuring a satisfactory turnover of stock of medicinal products;

c) maintaining records of production, of analytical and other testing procedures;

d) keeping reference samplesof materials used in the manufacture of any medicinal products

shall be in accordancewith the particulars contained in or furnished in connection with the application
of this licence, or shall be in accordance with such other arrangements as mayfrom timeto time be

approved by the Licensing Authority.

Thelicence holder mustinform the Licensing Authority in advance of any changeto the details
submitted or includedin this licence. All changes must be approved by the Licensing Authority
prior to becoming effective. This includes any changes to named premises, persons, operations

processesorstructuralalterations.If the business should change hands the new companyor

person must obtain a newlicence prior to commencing operations

A licence may be suspendedif any fees are not paid in full as they fall due.

The Medicines and Healthcare products Regulatory Agency (MHRA)acts on behalf of the

Licensing Authority established under The Human Medicines Regulations 2012 (SI 2012/1916).

Further information and specified guidelines may be obtained from the UK government website

www.qgov.uk/mhra.

Licence Structure

This Licenceis dividedinto three sections.

Section 1 (this section) identifies the licence holder and holds the authorising signature for the

issue of the licence. This section would not usually be replaced during routine variations of the

licence unless the licence holderdetails are varied.

Section lists variations to the licence. A replacementsection 2 will be issued eachtime the

licence is varied.

Section 3 contains the details relating to each site named on the licence. Where there is more than
onesite there will be more than one part to Section 3. When variation is made to the details of a

site namedin Section 3 the relevantpart of Section 3 will be replaced.

Thelicenceholderis required to attach to his licence any replacement pages issued by MHRA and

to mark or destroy superseded pagesasto render them invalid.
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MEDICINES AND HEALTHCARE PRODUCTS REGULATORY AGENCY
On behalf of the Licensing Authority under:

The Human Medicines Regulations 2012 (SI 2012/1916)

Manufacturer’s “Specials” Licence
 

SECTION 2

VARIATION HISTORY

This page will be amendedif the licenceis varied.

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Date Variation Detail

12/12/2003 Newapplication

23/01/2008 Variation to add Mr G Patel, Mr S Odoom and Mr R Kurella as PM's., add Mr A

Patel, Mrs T Cordozo and MrS Kurella as QC's.

05/02/2008 Application to change ownership from Herisse Ltd to Vertical Pharma
ResourcesLtd.

25/01/2010 Internal variation to amend licence details.

26/01/2010 Internalvariation to remove authorisation for Transdermal Patchesfrom site

93706.

22/03/2010 Internalvariation to correcterror.

09/07/2010 Internalvariation to correcterror.

22/09/2010 Variation to change the communications address to; 41 Central Avenue, West

Molesey, Surrey, KT8 2QZ

14/03/2012 Variation to remove Mr G Patel as Production Manager, add MrK Prajapati as
Production Manager and Quality Controller site 93706.

30/05/2012 Variation to amendsite activities.

02/07/2012 Variation to site activities.

18/07/2012 Internalvariation to clarify Primary Packing operations.

11/09/2012 Variation to add Contract Laboratory site 1992550: Select Pharma Laboratories
Limited.

04/03/2013 INTERNAL VARIATION

10/06/2014 Variation to (1) remove Mr Krunal Prajapati as QC, remove Mr Rama Subbarao
Kurella as PM and add Mrs B Patel and Mr A Shah as QC (2) Delete Zeta

Analytical Ltd
 

  29/09/2014 Variation to add two contract laboratory testing sites - Butterworth Laboratories
Limited and Trinity Scientific Limited

03/10/2014 Internalvariation to authorise chemical/physical testing for the Vertical Pharma
site 93706.    
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14/03/2016 Variation: Add new contract laboratory site id 10689377.

29/06/2018 Variation (site 93706):
- replace Mrs Bela Patel with Mr Sujitkumar Singh as QC
- replace Mr Krunal Prajapati with Mr Andrew Froome as PM
 

01/03/2019 Variation
- add JC Analytical Limited (site 37653) as contract Lab
- remove Trinity Scientific (site 6673013) from the license
- update site functions to add hard capsule shells, Tablets, Liquids for internal
use, Liquids for external use, semi-solids, suppositories, Chewing gums and
transdermal patches for primary packaging onsite 93706
 

13/06/2019 Variation:
- changesite address of ARC PHARMA (UK) LIMITED(replace site 10689377
with site 18603487)
- replace Andrew Froomewith Krunal Prajapati (6211500) as PM onsite 93706
 

13/01/2020 Internalvariation to update LHC.
  06/10/2020 Variation:

- Add Mrjignesh Vinodkumar Kayastha as a QCforsite:93706

- Remove Mr Sujitkumar Singh as QC from site:93706
- Add Contract Lab WICKHAM LABORATORIESLIMITED: 5994535  
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MEDICINES AND HEALTHCARE PRODUCTS REGULATORY AGENCY
Onbehalf of the Licensing Authority under:

The Human Medicines Regulations 2012 (SI 2012/1916)

Manufacturer’s “Specials” Licence

 

 

SECTION 3

ANNEX1 - SITE INFORMATION

SCOPE OF AUTHORISATION

NAME AND ADDRESSOFSITE:
 

SITE NAME: VERTICAL PHARMA RESOURCESLIMITED
 

ADDRESS: 41 CENTRAL AVENUE, WEST MOLESEY,KT8 2QZ, UNITED

KINGDOM
  MHRASITE NUMBER: 93706  
 

TYPE OF PRODUCTS HANDLED
 

Human Medicinal Products
 

 

 

AUTHORISED OPERATIONS

Manufacturing Operations (according to Part 1) Authorised

Importation of Medicinal Products (according to Part 2) Authorised   
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ANNEX 1 — SITE INFORMATION(continued)

Part 1— MANUFACTURING OPERATIONS

authorised manufacturing operations include total and partial manufacturing (including
various processesofdividing up, packaging or presentation), batch release and
certification, importation, storage anddistribution of specified dosage forms unless
informed to the contrary;

quality control testing and/or release and batch certification activities without
manufacturing operations should be specified under the relevant items;

if the company is engaged in manufacture of products with special requirementse.g.
radiopharmaceuticals or products containing penicillin, sulphonamides, cytotoxics,
cephalosporins, substances with hormonalactivity or otheror potentially hazardous active
ingredients this should be stated underthe relevant product type and dosage form
(applicable to all sections of Part 1 apart from sections 1.5.2 and 1.6)

 

 

 

 

 

 

 

   

411 Sterile Products Manufacture

1.1.1 Aseptically prepared (processing operationsfor the

following dosage forms) :

1.1.1.1 Large volumeliquids Not Authorised

1.1.1.2 Lyophilisates Not Authorised

1.1.1.3 Semi-solids Not Authorised

1.1.1.4 Small volumeliquids Not Authorised

1.1.1.5 Solids and implants Not Authorised

1.1.1.6 Other aseptically prepared products

Not Authorised  
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   Manufacture

 

 

 

 

1.1.2.1 Large volumeliquids Not Authorised

1.1.2.2 Semi-solids Not Authorised

1.1.2.3 Small volumeliquids Not Authorised

1.1.2.4 Solids and implants Not Authorised

1.1.2.5 Other terminally sterilised prepared products Not Authorised      
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12 Non-sterile products Manufacture

1.2.1 Non-Sterile Products (processing operations for the
following dosage forms)

1.2.1.1 Capsules, hard shell Authorised

1.2.1.2 Capsules,soft shell Not Authorised

1.2.1.3 Chewing gums Not Authorised

1.2.1.4 Impregnated matrices Not Authorised

1.2.1.5 Liquids for external use Authorised

1.2.1.6 Liquidsfor internal use Authorised

1.2.1.7 Medicinal gases Not Authorised

1.2.1.8 Oth lid d fer solid dosage forms Auttodeed

1.2.1.9 Pressurised preparations Not Authorised

1.2.1.10 Radionuclide generators Not Authorised

1.2.1.11 Semi-solids Authorised

1.2.1.12 Suppositories Authorised

1.2.1.13 Tablets Authorised

1.2.1.14 Transdermal patches Not Authorised

1.2.1.15 Other non-sterile medicinal products

Manufacture of "Specials" extemporaneous preparations Authorised (excluding Steriles) in all forms (including powders), strength
and quality, primary packaging.   
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1.3 Biological medicinal products Manufacture

1.3.1 Biological medicinal products

1.3.1.1 Blood products Not Authorised

1.3.1.2 Immunological products Not Authorised

1.3.1.3 Cell therapy products Not Authorised

1.3.1.4 Gene therapy products Not Authorised

1.3.1.5 Biotechnology products Not Authorised

1.3.1.6 Humanor animal extracted products Not Authorised

1.3.1.7 Other biological medicinal products Not Authodsed  
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MS NumBer: MS 32879 MHRA Site No: 93706 VERSION: 23

Manufacture

1.4.1 Manufactureof:

1.4.1.1 Herbal products Not Authorised

1.4.1.2 Homoeopathic products Not Authorised

1.4.1.3 Biological active starting materials Not Authorised

1.4.1.4 Oth
er Not Authorised

1.4.2 Sterilisation of active substances/excipients/finished

products:

1.4.2.1 Filtration Not Authorised

1.4.2.2 Dry heat Not Authorised

1.4.2.3 Moist heat NowAuthorised

4.4.2.4 Chemical Not Authorised

1.4.2.5 Gammairradiation NotAuthorised

1.4.2.6 Electron beam NotAuthorised

148 Others Not Authorised      
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1.5 Packaging Manufacture

1.5.1 Primary packing

1.5.1.1 Capsules, hard shell Authorised

1.5.1.2 Capsules,soft shell Authorised

1.5.1.3 Chewing gums Authorised

1.5.1.4 Impregnated matrices Not Authorised

1.5.1.5 Liquids for external use Authorised

1.5.1.6 Liquids for internal use Authorised

1.5.1.7 Medicinal gases Not Authorised

1.5.1.8 Other solid dosage forms Not Authorised

1.5.1.9 Pressurised preparations Not Authorised

1.5.1.10 Radionuclide generators Not Authorised

1.5.1.11 Semi-solids Authorised

1.5.1.12 Suppositories Authorised

1.5.1.13 Tablets Authorised

1.5.1.14 Transdermal patches Authorised

1.5.1.15 Other non-sterile medicinal products

Not Authorised

1.5.2 Secondary packing Authorised   
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1.6 Quality control testing Manufacture

1.6.1 Microbiological: sterility Not Authorised

1.6.2 Microbiological: non-sterility Not Authorised

1.6.3 Chemical/Physical Authorised

1.6.4 Biological Not Authorised   
 

Anyrestrictions or clarifying remarks related to the scope of these Manufacturing operations:
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ANNEX 1 - SITE INFORMATION(continued)

Part 2— IMPORTATION OF MEDICINAL PRODUCTS

- authorised importation activities without manufacturing activity

- authorised importation activities include storage and distribution unless informed to the
contrary

 

21 Imported medicinal products : 5 Import
 

2.1.1 Unlicensed medicinal products are imported from outside

the EEAatthis site Authorised      

Anyrestrictions or clarifying remarks related to the scope of these importing operations:
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ANNEX5/6 — SITE INFORMATION(continued)

 

 

      

Personnel

20510793 Mr Jignesh Vinodkumar Kayastha No Yes

6211500 Mr Krunal Prajapati Yes No

2595191 Mr Ashokkumar Dahyabhai Lallubhai Patel No No

Key to Roles:

PM — Production Manager/Supervisor
QC - Personresponsible for Quality Control
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ANNEX 4 —- CONTRACT LABORATORIES

 

 

 

 

 

 

    

MHRASITE NUMBER: LABORATORYNAME: ADDRESS:

5712 BUTTERWORTH 54-56 WALDEGRAVE ROAD, TEDDINGTON,
LABORATORIES LIMITED |TW11 8NY, UNITED KINGDOM

37653 JC ANALYTICAL LIMITED |UNIT A, FLORENCE ROAD BUSINESS PARK,
KELLY BRAY, CALLINGTON,PL17 8EX,
UNITED KINGDOM

1061254 MCS LABORATORIES UNITS 8 & 9, ROCKMILL BUSINESS PARK,
LIMITED THE DALE, STONEY MIDDLETON, HOPE

VALLEY, S32 4TF, UNITED KINGDOM
1992550 SOURCEBIOSCIENCE 55 STIRLING ENTERPRISE PARK,STIRLING,

LIMITED FK7 7RP, UNITED KINGDOM
5994535 WICKHAM HOEFORDPOINT, BARWELL LANE,

LABORATORIES LIMITED |GOSPORT, PO13 0AU, UNITED KINGDOM
18603487 ARC PHARMA (UK) UNIT 3, CURO PARK, FROGMORE,ST.

LIMITED ALBANS, AL2 2DD, UNITED KINGDOM
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ANNEX 9 — STORAGESITES

MHRASITE NUMBER: SITE NAME: ADDRESS:

93706 VERTICAL PHARMA 41 CENTRAL AVENUE, WEST MOLESEY,
RESOURCES LIMITED _|KT8 2QZ, UNITED KINGDOM      
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