







































































































































































% UNITED KINGDOM CONTROLLED DRUG LICENCE

___MISUSE OF DRUGS ACT 1971

Home Office The Misuse of Drugs Regulations 2001 (Regulations 5)
UNITED KINGDOM COMPETENT AUTHdeTY: LICENCE HOLDER REF NO. 1636 ]
:-ID?:TS)OFF!CE DRUGS & FIREARMS LICENSING LICENCE REF NO E3boTEE
DRUG LICENSING- DOMESTIC LICENSING ISSUE DATE: 19 February 2020
PO BOX 2163 EXPIRY DATE: 18 February 2021
CROYDON
CRS0 9TA
Licenses- Licensed Premises:
Vertical Pharma Resources Ltd T/A IPS Pharma 41 Central Avenue
41 Central Avenue West Molesey,
West Molesey Surrey
Surrey KT8 202
KT8 202

Is hereby granted a licenca by the Secretary of State, in pursuance of the Misuse of Drugs Act 1971 (hereinafier called "the 1971
Act), in respect of drugs in the following Schedule(s) to the Misuse of Drugs Reguiations 2001 SI 2001/3998 to:

Schedule 1 possess
Schedule 1 supply
Schedule 1 produce
{Schedule 2 possess
Schedule 2 supply
Schedule 2 produce
Schedule 3 possess
{Schedule 3 supply
Schedule 3 produce
Schedule 4 part 1 possess
Schedule 4 part 1 supply
Schedule 4 part 1 produce
Schedule 4 part 2 possess
Schedule 4 part 2 supply
Schedule 4 part 2 produce
Schedule 5 supply
Schedule 5 produce

The licance is valid in respect of the above drugs, including any sterecisometric forms, and any salts thereof, and any preparation or
other preduct containing any propartion of the drug(s) or its/ their salts (hereinafter called “the drug(s)"). subject to the following
conditions:

NOTES & SPECIAL CONDITIONS (made in accordance with the provisions of Section 10 of the Misuse of Drugs Act 1971)

Cannabis-based products for medicinal use in humans ("CBPM")

SubStances that meet the definition of a CBPM in Regutation 2 of the Misuse of Drugs Regulations 2001 ('2001 Regulations’) must
be handied in accordance with the special measures of control for the use in the 2001 Regulations. Such orders and supply for the
purpose of administration must be for:

* use in accordance with the prescription or direction of a specialist medical practitioner;
* an investigational medicinal product for use in a clinical trial in humans:;
* Or, a medicinal product with a marketing authorisation.

The licensee must hold all relevant valid MHRA licence(s). Where the CBPM is to be imported ag an unlicensed medicine for human
use or ‘special’, 25 individual doses or a quantity that must not exceed that required for 25 courses of no more than 3 months can be
held in response to a prescription for an individual patient. Copies of MHRA approved 'notifications’ must be supplied with the
carresponding application for Home Office import licence(s).

The Aurora 8/8 cannabis flower (schedule 1 substance) is to be used only for filling cartridges with 250mg & 500mg of the ground
cannabis flower for research purposes being undertaken at Strathclyde university to test on an artificial lung to determine the
dosage level.

Stocks of the 250mg & 500mg of the ground cannabis flower cartridges for the supply to the clinical trial CTA document that will be
associated with your Controlled drugs application reference 2485521, no bulk stocks shall be held, they must be proportionate to
that required by the clinical trial

Security
Stocks of drugs shall, at all times, ba in the charge of the licensee or responsible person appointed by him and will be kept securely.




All drugs subject to the ‘safe stora e provis ns specifiedi the Misuse of Drugs (Safe Custody Regulatio s 1973 (thoselise °
Schedules 1 and 2 & certai Sched le 3 drugs) shal be secure y s ored n accordance w h those p ovisio s.

Record Keeping

The licensee sha | keep records: in accorda ce w th the record keeping requ rements set out n the M suse of Drugs Regulations
2001, unless the provisions set out in regulation 19(3} apply. Those records, which may be in (bound) hard copy or electronic form,
must be retained at the premises to which they re ate fo a eriod of at least two years from the date t e lasten ry s made Where
specified by the Regulations, ‘registers' must be maintai edi accordance with those Regulat ons You may be required to produce
in paper form pages from your computerised record

The licence and any stocks of drugs shall be prod ced fo 1 spechon when required by any person duly au honsed under secti n 23
of the 1971 Act.

In the event of the licensee ceasing to require a icence or icence(s) above at the licensed premises, or if the authority of the 1Icence
is revoked by the Secretary of S a @ the licensee shall return the | cence immediate y to t e address below. The licensee must
provide fu | details in respect of the destructio  of any res dua stocks of controlled d  gs.

Authorised Witness

In accordance with the provisio s f Regu ation 27(1) of the Misuse of Drugs Regulat ons 2001

Ashokkumar Dahyabhai Lall bhai Patel and Amanda Peter (hereinafter called “t e authorised person’} s hereby author sed t
supervise the destruction of drugs in the above licensed schedules he d at the licensee's p € ises Inacco dance wt regulati n
27(3), any record that is kept in respect of the obtaining or supplying those drugs tha are dest oyed u der the s pervision of t
authorised person shall include particulars of the dates of any such destruction, the quantities o the drug destroyed and shall be
signed by the authorised person n whose p esence the d ug must be destroyed

Thefts and Losses

The licensee must take reasona | precautions to safeguard t eft or oss ofa y drugs in heir possess o . Thefts or lossessh  d
be notified immediately to the P 1ce and the Home Office in writing

Furnishing of information

The licensee must furnis the § cretary of State such nformationi eationto hs icence as maybe e u ed naccordance wt
the requirements setouti Regu tion 26(1) o the Misuse of Drugs Reg latio s 2001.

In addition to the record keeping equirements deta led above the |censee m s provide the followingi omma on to the Head f

Drug Licensing at the address bel w and where requ ed an An ua Sta stical Ret by the last day in January each yea at
the latest of

* The amount of the drug in his possessonorce ngi 0 5 possesso
* The amount of the drug supplied a d
* The amount of the drug used

TH S LICENCE IS NOT VALID WITHOU AN EMBOSSE SIGNATURE AND NAME OF ISSUING OFFICER

SEAL IN THIS BOX
My Huerts
CONDIT ONS

1. This licence 1s invalid if amended If amendments are required -
ncluding ¢ anges of company name or named individuals- this
hee ce hould be returned to Drugs & Firearms Licensing Unit
(D LW) for canceliation and a fresh application submifted.

2. This hcenca is only valid for the Schedule(s) of drugs and
activi ies as specified above.

3 This licence ‘s only valid for the company and premises
specified above It is not transferable to another company or
premises

4. Al individuals named on the licence application must obtain
refreshed enhanced DBS checks (in accordance with the
provisions in SI 2009/1818) at the required frequency

5 This licence is only vahd until the expiry date above must be
retained for inspeclion and may be revoked at any time by the
Secretary of Slale

6. Expired licences cannot be extended. Licensees ara
responsibla for submitting a vahd application for a further licence
before the expiry date of this licence n order to preserve the
conditions of the hicence whilst a decision is pending on a further
licence.

7. If this licence is not used 1t must be returned to DFLU clearly
marked for cancellation



