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9:30-9:40 Welcome and Introduction 191, R&D Room

9:40-10:20 Bard presentation (Plant, Product Portfolio, IAC network) 191, R&D Room

10:20-12:00 Production overview (Receiving, Storage and Shipment, 191, plant

QC) - Part 1

13:00-15:30 Production overview (Mfg/F&P) - Part 2 191, plant

15:30-16:00 | Q&A 191, R&D Room
2017.6.27.(28 )

R ] & i ES

9:30-10:10 Product Quality Review 191

10:10-10:30 | UK Regulation on Control Drugs 191, R&D Room

10:30-12:00 | Security (site and transport) 191, R&D Room

13:00-14:30 | GDP, Track & trace 191, R&D Room

14:30-15:20 | Risk Management Plan (if not on Wednesday) 191, R&D Room

15:30-16:00 | Q&A & Closing Meeting @ Bard 191, R&D Room
2017.6.28.(281 =)

FREF NE Ik

09:30-09:40 | Welcome 191, R&D Room

9:40-09:50 Introduction to Mundipharma 191, R&D Room
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09:50-10:15 | Risk Management Plan 191, R&D Room

10:15-11:00 | Agonist/antagonist combination product 191, R&D Room
Presentation(Targin)

11:00-11:40 | R&D Tour 191, R&D Room

11:40-12:00 | Q&A and Closing meeting @ Mundipharma 191, R&D Room

13:00- Discussion 191, R&D Room
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Bl - % B p st (Home Office)# % Bard 2 ¢ 4] % 537 #:

1 Milton Road

|Cambridge
| |CB4 0AB

-..‘_ © [UMITED KINGOOM CONTROLLED DRUG LICENCE E
|MISUSE OF DRUGS ACT 1871 —=xa—
“ Home Office Misuse of Drugs Reguistions 2001 (Regulations ) e
INITED KINGDOM COMPETENT AUTHORITY: JLICENCE HOLDER REF NO. s e
OPPIGE DRUGE & FIREARMS LICENSSIO OPLLY [0 St e ~"‘},:zm —
- SSUE DATE: November 2016
5TH FLOOR FRY BUILDING . r’ =%
j Llcensee-
BARD PHARMACEUT ICALS LIMITED S "(a“.a&a‘p;..;;.;n S =
|Cambridge Science Park msam
oGw

iIs hereby granted a licence by the Secre

!

[of drugs in the following Schedule(s) to

Schedule 2 possess
|Schedule 2 supply
Schedule 2 produce
Schedule 3 possess
Schedule 3 supply
Schedule 3 produce
Schedule 5 suppiy
|Schedule 5 produce

in pursuance of the Misuse of Druga Act 1571 (heremafer calied Tho 1971 Adl), n respect |

Jse of Drugs Regulations 2001 51 200172968 to:

Mdlmmwmmmwnmcw and any preparaton of other product
 calied The drugis)’), subfect to the following coaditions:

*hpﬂmdiﬂm“d““ol”hﬂ’")

y of tha lcansee or responsible persen appointad by him and will be kept secarely,

d In the Misuse of Drugs (Safe Custody) Regulations 1973 (1hose listed in Schedules 1
stored in accordance with those provisions.

“Woensoo shall keep racords. In aocordance with the racoed keepng requromarts 5ot out in the Misuse of Drugs Regulations 2001, unfess the

Witness
D na’ou-hom Thomas Cochrane, Cathe

Ciare Joly,
lm&ommm. David Wyla-Seaton
called the authorsed parsons”)

and Losses

urnishing of information

ons se! out in regulation 15(3) apply. Those records, which may be in (bound) hard copy or electronic form, must be retained af the
pres 10 which they relate. for 8 pariod of &t least two years from the date the ast entry s made. Where specified by the Regulations.
registers’ must be maintained in accordance with those Reguiations, You may be required to produce n paper farm pages from your

e ficence and any stocks of drugs shall be produced for inspection when required by any person duly astharised ender section 23 of the 1971

andNWMbmomonmmm-lhwW ar if the authority of the I = revoked by
e Secretary of State, the Scensea shall return the hoence Immediately to the address below. Tmmmumummmm
destruction of any makiual stocks of controlied drugs,

d Witness to Supervise the Destruction of Controlied Drugs

uthorised
nmmmuwmanwnmndmuuuovommmzom

Androw Bridger. Christopber Clay, Mchelle Ellis, Alan

Kuymuamlm RoheﬂPipet Kavin Redgewell, Rebado Riccled, Joshua Scupham, Dean Smith,

e hereby suthomsed 10 supervise the destruction of drugs in the above kcansed schadulas held st the icensee's pramises. In sccordance with
gulation 27(3), any record that is kept in respect of the oblaining or supplying those drugs that are destroyed under the suparvision of the
Wp«mwmmmwdmmummdmmumnmummmwn.mumau,n
horsed porson in whose presence the drug must be destroyed,

o #consoe must take roasonable precautions to safeguard theft or loss of any drugs In thew possossion. Thofta or losses should b notifed
modistely 10 the Police and the Home Office in writing,

lconsoe must furnish the Secratary of State such information in relation 10 this Kconco as may bo required, In Bccordance with the

10
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18-22 °C

18-22 °C

18-22 °C

17-23 °C

18-22 °C
17-23 °C
17-23 °C
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40-60 %RH

No Control
40-60 %RH
40-60 %RH

50 %RH with Sachet

Filling the

controlling zone

40-60 %RH
40-60 %RH

40-60 %RH

40-60 %RH

40-60 %RH
40-60 %RH
40-60 %RH

HEPA H13

HEPA H13
HEPA H13
HEPA H13
HEPA H13

F9

HEPA H13

HEPA H13

HEPA H13

HEPA H13
HEPA H13
HEPA H13



-15pa 17-23 °C 40-60 %RH HEPA H13
+15 17-23 °C 35-65 %RH HEPA H13
-ve to staging 17-23 °C 35-65 %RH F8

areas and +ve

to outside

e o rempies
’;_,;‘#"'1
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M he
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Transport Security

Routes
Drivers

Vehicle

Contingency

Due Diligence

* Routes documented, only divert from route on discussion and approval with Security
* All vehicles GPS tracked on all journeys
* Risk assessed and documented

* Double manned
* Background checked / photo identification
* Trained on security and GDP procedures

» Solid sided, internal cage, sealing locks, panic alarm
* Temperature controlled vehicle (TCV)
* Instant reporting / live temperature monitoring / temperature mappe

* Incident and escalation process and procedure in place
* Secure parking
* Eurowatch

* Audited for quality, security and anti-bribery and corruption
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