Manufacturing License Cardinal Health

Depariment of Health o _
MEDICINES AND HEALTHCARE PRODUCTS REGULATORY AGENCY
Market Towers, 1 Nioe Elnys Lage, Londog, SWE AN
Telephone 0207273 o3t Focsimile (20-7273-0576 )
Prata 221072003
Cardinal Health UK 417 Linited (Formerly Unipack
LAEPCY Seevines)
Attnx Mr P J Clagp ‘
Sedge Close, Hendway .
Great Oakley, Corby
Norihkampionshirs
NNiS 8HS

COMMERCIAL TN CONFIDENCE
Trear Mir (3;§pp

MEDICINES ACT 1968; ﬁ
MANUFACTURER’S LICENCE LICENCE NO. ML/L350/1

h A mazwfactures’s Hecacs for the purpost of section 3(2) of the Medicines Act 1068 is
: renewed o aceordance with the application dated 16 September 2003, "The formal
docnments are enplosed. :

2. This licenos anlhorises manufacture aad assembly by the Jioenoe holder named: if the business
should change hands, the company or parson taking over the business Will hava ta obdade g ey
Hicones befors conmenting the maoufacturs or assembly of prodocts,

3 This licence is subject 10 the Hmitations specified in the Ticencs and to the statulory provisions
contaiied in the Regulatioas listed In Part 1 of the snclosed docaments.

4. Maunfactire and assembly may only be emried out in areordancs with ths tézms of the relevast
prroduct licencs, unless 2 specified exemption applics which allows manufacture and sssembly 10
take place otboraise than in aceordance with 1 product licence.

5. This licence selutes fo the wmanufacture and assembly of products og the premises snd under the
supervision of the persons specified. I any change of premites or of those pErsons take place,
prior approvsl must. be sought from the Licensing Authority. Any proposal o make structural
alterations 1o the premises must also be notifisd to the Licensing Auvthority.

6. The Licensing Authority has powsr (o suspend Ticences if fees are unpeid,

»

»
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MEDICINES ACTS 1968 AND {971
MANUFACTURING AND ASSEMRLY

MANUFACTURER’S LICENCE NO. MUL/ESB8/E hos besn granted under and subjoct to the provisions of
"thie Medicines Acts 1958 and 1971 1o

Cardinal Health (K 417 Limited (formerly Unipack
Lul/PCE Serviews)

Sedge Close, Hendway

Great Oukley, Corby

Nertlaumptonshive

NN18 8HS

to autherisa the holder of the Hesooe to carry dut the processes of manufaciure anibor assembly of
medicinal products of the degeription or gansrul vlnssilication specified in Past 1, &t the premisis thersin
specified, and in sorordiace with {he prrticutars sut aut in 25t 11 The licence is subsjiet i fhs Aiether
provisions specified in Pat JL :

. The licents, voless previously suspunded, revoked or varied as to the period of its valigity, wiil continne o
Yorce until 21 October 2008,

Date geanted 22 October 2003.

Medicinas and Bealtheare products Regulatory Agency
{On behalf of the Duepartment of-Haslih)

Marhat Towers

1 Nipe Elmz Lane

Vaughsll

Yondon SWE 5NQ
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MEDICINES ACTS 1968 AND 1973

MANUFACTURING AND ASSEMBLY

MANUFACTURER'S LTCENCE NO. ML/1350/1

Cardinal Health UK 417 Linsited {formecly Unipack
14diPCI Services)

Sedge Close, Headway

Griat Oakley, Corby

Northamptoushirg

NNIS 8118

1.4 Use of product

Products Eor hipmp use ouly

None

122  Nop-sterile products

L33
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MEDECINES ACTS 1968 AND 1971

MANUFACTURING AND ASSEMELY

MANUFACTURER’S LICENCE NO, ML/L3

L3 Assermbly {only) sorivities
‘ Filting of primary containers
Labelling of primary vonfainers
Dusage forms sesembied
Liguid ﬁnségfe fonms
Semi-solid dosage forms (including ¢reams and ainhments)
Solid dogage !‘mjfns (including tublets and powders)

Strip and/or Blister Packing smasudactore for Export,

1.4 Other stecific processesfactiviries
Steip nadfor blister packing
Manufacture for export

Bxcept in 90 for a5 may be exprozsly indieated the categories of wanuficiure or assenbly shove do gof
intlude the mmaafzetire or assembly of bivlogical products (o the products the purity and potensy of which
ol be aldquately msted by chomival or physical means) ov of sutibiotics, aerile produsts of produtty
Tor adminisbtion by parentent injuction. )

ax

*
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MEDICINES ACTS 1968 AND 1971

MANUFACTURING AND ASSEMEBLY

MANUFACTURER’S LICENCE NO. ML/1380/1
PART I {Continued)

Gsme., gualifi

. T  a uixgnmfnsslom‘[ bordy
; I of! cence holder

My D Hopper

MEA - RMaster of Business
Administration DM - FPost
Graduats Diploms in Mosnagemert
Studies CMS - Postgraduate
Certificate in Manngement Stadies,

Myes E Hepburn
B.Sc (Hons) Pharmaacy., MR Pharm.S,
or

Mrs B Hepburn.

B.8¢ (Hons) Phanoncy,, MR Phaoma.S,
Qp

Mr M F Constantine

C.Chem., FRSC,, BHQA, QP

Mr R Sezeland

B.Sc¢ Chemistey; Diploma iu
Managemenl Shsdics;  Qualificd
Peroym

Cardioxane FR/H/283/01 Module1l Volumel Chiron



MEDICINES ACTS 1968 AND 1574

MANUFACTURING AND ASSEMBLY

MANUFACTURER’S LECENCE NG, ML/1380/]
’ PART I (Conttaned)

2.
Cardinal Health UK 417 Limited {formerly Unipack
Led/PCE Bopvices) i
Lancaster Way, Wingates Industrial Park
Westhoughion, Bolion
TLamcashive
BILE3XX

2.}

2.2

221

2.2

223

2214

2‘2 IS

Licensable medical devices {e. . intra-ulering devics)

A} Hormones
B} Antibiotits (e Erpthromycing but not
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MEDICINES ACTS 1968 AND 1974
MANUFACTURING AND ASSEMEBLY

3.

MANUFACTURER’S LICENCE KO, ML/1380/1
4 ) PART T (Comtinucd)

Peniciliins or Cephalesporing.

2.3 Agsanshly {only) soirviting

¥illing of primary containers
Labelling of prinaary conlainers
tiquid dosage forms
Sumi-solid disage furras {including ereams and ointmerts)

Bolid dosage forms fincluding tablels and powders)

24 Other specific processesfactivitien
Formifit{seal
Strip andlor blister packing
Manufaciture for exporl

- Assembly for export

Excopt in 50 far ag may bs expressly indicatad the categories of mammfacturs or sssembly sbove de ot
includs the mamsfichee or asseenbly of biological products (i the produets the purty atd potency of which
camot be adoqeately tested by chemical or physical means) or of antibioties, sterile products or products
for adinipisbation by parcntersl ingection.
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MEDICINES ACTS 1068 AND 1371

MANUFACTIRING AND ASSEMBLY

MANUFACTURER’S LICENCE NO, ML/1380/1
PART T (Continwed) -

Mime, gunlifications
and membership of professionat hivdy

Mr M Puge .
B, 3¢ {Hons) Biodhemisiey

2.8 Regponsible for anality oonfrol
Mr K Griffithe

I¥

27

Mr 8 W Vo

BSe. Joint Hooours Chemistey amd
Biology, MSe. Pharmaceuticnd
Analysis

My I Sulley
HNC (Chem), CNAS

Mr B Benofiel

Pr I A Faroog

B.Se {Chamistry, Physics & Englisk) -
ISk (Analytical & Organic
Chemistry) v
M.Phil (Physdcal Crganic Chemiziry)
PP {Physical Ocganic Chensisiry).

Mr A D Ruffle
GREC,, C.Churs., FBIM,, FRSC,
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MEDICINES 0TS 1968 AND 1971
MANUFACTURING AND ASSEMEBLY

MANUFACTURER’S LICERCE NO. ML./1386/1

PART 101 - Further: provisions (Coptiseed)

1, The holder of the Jicence shall contust ail manufacturing operations in respest of thowe products
for which 8 produst {icencs iz pot vequired, 56 25 to eosury hat the products shell conform to the
stoardands of strenpth, quality and pusity applicable in thes in scvondsmge with tho speci ficstion
made hy the psrson 10 whoss order they are msgeFrctansd or the specification under which the
products sre sold or supplisd,

in relation (¢ such produnts the helder of the Foencs shall sither;~

(a) provide snd masitin such siaff, pregises and plant a5 sre necessary for earrying out in
accordance with such specification any tests of the stngth, guality or purity ug resiirect
by that specification or,

&) ke arramgeneats with s persan approved by the Licensing Awthority for such wsts to
te carried out on his behalf by that person, and

© ke Arrangainents for & qualified paraan o be ut all thimes evailable for dhe putpise of
cheeking that cach bateh of medicingl jrixiucts has bean manubactured sand assembled jn
accordance with the approprists provisions and to cers &y sctordingly in a vapister.

5, The manufacturs or assembly of Any proprieviry medicinal produst pursusnt to this livence shall
ot sommedcs wotil the spproval of the Licansing Axthority has basn piven on the #ppropriate
product hoence 10 e of the silo(s) named on this lissnce for the manufastae: of that produst.

* By virtus of section 47 of the Medicines Act 1968 when v standar] provisions are made by regolation, soch
provisions shall be deemed to be iscorperated in existing liconces 25 from the end of the thres months from (he dats
on which the reguistions coms into operation, but It ix provided gt st auy time bafors the and of that period
the holder may 2pply o the Licansing Au thority to girect Lhal the new provisions showlit noe be incompamied.
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