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AUTHENTICITY EVALUATION

ANALYTICAL TESTING REPORT

Impacted Product:

Lipitor.

Samples:

One Purported Middle East Market Format Lipitor
10mMmg IFC Containing One PIL and Three Blisters
Each Containing Ten Purported Lipitor 1.0mg
Tablets.

One Purported Middle East Market Format Lipitor
20Mmg IFC Containing ©One PIL and Three Blisters
Each Containing Ten Purported Lipitor 20mg
Tablets.

One Purported Middle East Market Format Lipitor
20Mmg IFFC Containing One PIL.

Two Purported Lipitor 20mg Blisters Each
Containing Ten Purported Lipitor 20mg Tablets —
Obtained from Pharmacists in Lebanon.

Pfizer Intermnal Identifications:

11120-4749-D10623105
11120-4750-D10623106
11120-4751-D10623107
11120-4752-D10623104

Agency’/ Submitting Country:

Toufic Bou Younes, Pfizer Market Manager — Sales
Lebanon/ Pfizer Global Security London/ Lebanon.

Conclusions:

DI106231 05 and D10623106: Counterfeit Drug
Product Tablets and Middle East Market-Format
Packaging - Tablets Contain Lovastatin Drug
Substance.

D10623107: Counterfeit Drug Product Tablets and

Middle East Market-Format Packaging — Tablets
Contain Metronidazole Drug Substance.

D10623104: Counterfeit Middle East Market-
Format Packaging.

Chain of Custody Information:

Received by (nNname):

wWendy Greenall.

Date Received:

A1A7-Jun-08, Pfizer Intermnal Mail, EB’'s D10623105,
D10623106, D10623107 and D10623104.

Receiving Laboratory:

ENMEA Counterfeit Testing Laboratories,
Quality Operations, Sandwich, Pfizer LTD, ENGLAND.

Sample from (nmname/dept):

Nikki Reffell (Pfizer Global Security, LONDON)

Date(s) of Testing

O9-Jul-08, 10-Jul-08 and 1.4-Jul-08

Description of sample, visual evaluation, and spectroscopic comparison:












) MUMERO PRODLCTION QUANTITE
NOM DU MEDICAMENT FABRICANT -
DE LOT EXPIR. REQUISITIONNEE
T MAXIPIME 1G IV 1 AMP 1N BMS ITALY FOR BMS USA  5KD3881 '03/2005 - 03/2008 425
F. HOFFMANN-LARDCHE — B85S
2 ROCEPHINE 1G IV + 1 AMP SOLVANT 10ML L "1<7 T HANM- o et 1i0gy 0112004 (B2858) 195
3 MARCAINE HEAVY 0.5% SX4ML INJ ASTRA ZENACA UKLTD  GL2391 11/2008 38
ABBY/11 1212008 - 12/2007
4 TAZOCIN 4G/0.5G POWDER FOR IV INF. WYETH LEDERLE ITALY =200 el 222
& DIFLLICARM ZMMCML W S0ML FFIZER FRAMCE AQBEADS OF2004 - OF 2000 AG
| ) AVENTIS FRANCE
O TAXOTCRE 20RG + SOLVAMT I AVENTIS UK DoGoaG 1172007 14
F TALDITERE BURMG + SOLYAMT 1Y AVEMITIS FHARMA UK LSESDT LGN DU - D200 ¢ 1
B GEMIAR 200MG POWDER W 1 AME I8 LILLY FRAMCE FFEWVISE D oos  Os/2008 B
H7998 062008 - 07/2008
5 GEMIAR 13 POWDER IV 1 AMP IMJ LILLY FRAMCE FFED03E 04/2005 - DE/2008 arF
ASTRA ZENAGA TURKEY
10 MARCAINE SPINAL HEAVY 0.5% SXaMLING 0 e Co A e on Uk 435042 1212005 - 12/2008 41
11 CISPLATIN EBEWE 50MG 1 AMP 100ML EBEWE AUSTRIA 505014 07/2005 - 0B/2007 12
12 JOMETA 404G POLINDERE + SO WWANT 1ML :SIII;_‘:ETE PHARMA FraE A7 nng - OFP007T H
13 CAMPTO 40MG 1 AMP INJ 12ML #:;EE',I‘? PHARMA D4C2TE 0B/2004 - 0812007 B
F HOFFMANN-LA ROCHE
14 MARTHERA 100G 7 AR P I 1 NkA| SWITZE BLAND Cnnza 1082 00 - 032008 s
I HOTTRANMN-LA ROCHLE
15 MABTHERA 500MG 1 AMP IN. 50ML T T B2014 04/2005 - 07/2007 1
16 MAXIPIME 2G IV 1 AMP INJ BMS ITALY FOR BMS USA  4KB5229 04/2004 - 09/2007 2
PACKED BY BMS ITALY
17 TAXOL 100MG (BMGML) 1 AMP INJ e 1oL 5KO3209 08/2005 - 09/2007 27
18 CAMPTO 500MG 1 AMP INJ 5ML PEIZER BUDAPEST 05EB35 (5/2008 - 08/2008 1
19 CLAFORAN 1G IV 1 AMP INJ PATHEON UK 125176 1212008 - 12/2007 19
SANOF! WINTHROP 536 (EXTH  OB/2005 - OE/2008
20 ELOXATINE SOMG 1 FLACON INJ rAaNCh 1022 (INT) QC'E 005 - DO'Z005 3




NMUMERC | PRODUCTION QUANTITE
NOM DU MEDICAMENT FABRICANT DE LOT EXPIR. REQUISITIONNEE
21 CARBOPLATIME EBEWE 450MG 1 AMP IMJ EBEWE AUSTRIA 509049 112005 - 1072007 2
J524 PDRE 102004 - 102007
22 SOMATOSTATIN 3MG IV 1 AMP + SOLVANT  UCE BELGIUM e e 2
PACKED 3% GLAXD
23 ZOFRAN BMG 5 AMP IMJ 4ML ECYPT FOR GLAXO LK H35E849 102005 - Q72008 1
24 ZINACEF 7S0MG 5 AMP INJ GLAXO SALDI ARABIA K5018 1112005 - 11/2008 5
25 TIENAM S00MG 1 FLAGON INJ MSD NE THERLANDS NE 02860 0512006 - 05/2008 a2
MARKETING AUTHORIZ.
26 TAXOTERE 80MG + SOLVANT IV At ) DEH117 1112008 4
MARKETING AUTHORIZ.
27 TAXOTERE 20MG + SOLWANT IV HOLDER AVENTIS DSGETS 112007 7
28 SOLU-MEDROL 125MG 1 AMP INJ PFIZER HELLAS 5470 1212008 400
29 CAMFTO 100MG 1 AMP INJ RHONE POULENC RORER D122 11/2005 - 11/2008 11
30 MARCAINE HEAVY 0.5% SX4ML IN. ASTRA ZENECA 0455045 032006 - 032009
31 HUMAN ALBUMIN 20% 1 FLACON INJ BIOTEST GERMAMNY A137T175 04/2005 - 04/2008 121
32 HUMAMN ALBUMIN 20% 1 FLACOM INJ DCTAPHARMA, ALISTRIA 44F0OTTEI 34 _1 112004 - 14/2007 167
SE_G-EM.?_AR 156G POWDER IV 1 ANMP 1IN LILLY ISTAarABLIL BEZ0EA Q212006 - 0202009
SKO1800 OB/2005 - DB/2007
H.TﬁJ{GL 300MG (BMGML) 1 AMP INJ 50ML BMS CARIBBEAN USA a0-31 43 /SR - 4345007 8
95 TAXOL 100ME (BMGML) 1 AMP INJ BMS ISTAMBUL 8015538 BA/2008 - DA/2008
36 ELOXATINE 100MCG 1 FLACON IINJ EﬂﬁEIEWINTHHDP 2078 Q22006 - 022008 2
37 SERC-TEST HIV 50U EEE: CROSS CORP. areygn 1112008 - 04/2008 14
38 S:EII-;}J[HH O} HURAAMN IMMUNOGLOBULIME ERON 45656 102008 45
10 NAVELBINE S0MG/SML INJ PIERRE FABRE ACHE044 082004 - DB/2007 8
40 TET HUMAMN 1 AMP 25001 BELLON FRANCE E8521 D5/2005 - 05/2008 55




500 h'g/ 50ml

1 vial ot50 ml of concentrate
for solution for infusion




To Whom it May Concern

Basel, 16 March 2007

Suspected Counterfeit of MabThera (rituximab) 100mg/ml Package
Roche reference: #30908

To whom it may concern

A suspected counterfeit package of “MabThera™ was confiscated by the Lebanese Ministry of Health
who requested that Roche analyse the packaging and vials to determine whether they are counterfeit.

ST

Upon investigation, the pa

, has proved t
to be “Mab - =g mm s Ta TS ' ==

is:

he vials do not contain rituximab, which isWge active ingredient of MabThera®
The likely content has been identified as water
No other active ingredients were detected

ndotoxins were within specifications for Mg

hera (< 0.3/ml)

It can be conclude ed are counterfeit of MabThera®,

Y ours,sincerely, T
| =i
¥ s e

I,%I:itr Papadopoulos irk-Jan Paans

Acting Lifecycle Leader, International Business Leader,

MabThera Oncology MabThera in A

F. Hotffmann-Lo Hocha Fhammacsuticals BB Tol +-a41 (0)&) 08 BO2ES
Grenznchersimsss 183 Bidg o7araWw.az E-Mail: dimitrios o papadopouloséiroche.com
£070 Basal

Switzoriand

Pharmaceuticals

o be counterfeit. The analysis of the vials suspected not






To Whom It May Concern

Basel, 11" August 20058
Avastin Vials 400mg : B3Z219
tounterfeit in Jordan

IDear Sir,
IDear Madam,

F. Hoffmann-La Roche Ltd, Marketing Authorisation Holder of Avastin, is confirming onc
case of counterfeit Avastin vials 400 mg received from Jordan on March 28, 2008, The detected
counterfeit concerns the packaging presentation of batch B2219, item code 3619001, expriry

date 11,2009,

Roche Basel made no deliveries with goods MPFIDJEXFP 11.20077 11.200%9 but only with MFID
11.2006, EXF 11.2008.

The outer packaging (folding box, leaflet, vial and partition wall) are noticeably different
from the samples retained by Hoche for comparison. Therefore (OA Packaging Miaterial
concluded that the Avastin 400 mg sample sent by Roche Jordan is a counterfeit.

In addition there were noticeable differences for the vial™s outer dimensions, the stopper color
and the target ring pattern to the standard.

Amnalysis of the vial contents bave been conducted. The analyses of the suspected counterfeit
{complaint TW#56364) revealed that the vial contains Polysorbate 20, Ethanol and Acctate (all
in the low mibd or uh range). negligible amounts of protein. and no trehalose (exipient in the
Avastin formulation). While Polysorbate 20 is an exipient in the Avastin formulation, Ethanol
and Acetate are not included in the Avastin formulation, as demonstrated for a retained
sample of Avastin B3219 used as a reference. TThe analyses confirm without doubt that the
content is also & counterfeit.

MMicrobiological testing vwas performed and showed a biocburden of =200 cfu/ml. With
Clitrobacter braakii, Raoultella ormithimolytica, Citrobacrer freundii and members of the
family of Xanthomonadaceae a number of different asrobic microorganisms were identified
withh Raocultella ornithimolytica classified as critical. Bacterial endotoxins exceeded the
registered specification more than 100-fold (251 EU mal ).

F. Moffmoann=-La Roockhes Ltd CH-&070 Boscl PR Tael -+471-81-288 D237
Brdog OFa, 8W 200 Fiiy <=-41-87-888 3030

e e s s ool sdil roch e ooy



PL-LB 0005 Batch 1922 '

Different

Different
font

font

Plavix

Clopidogrel 75 mg

Sanofi~synthelabo

Plant packaging material 76626 in data base

Fllavix

Clopidogrel /75 mg

28 comprimés pélliculés

sanofi~synthelabo 28 film coated tablets




3.3 Tablet's appearance

The sample case PL-LE 0010 has different engraving compared to the sample batch 1932,

PLAVIX 75 mg
Standard tablet




Assay chromatographic profiles:

Standard solution:
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”The product item 1s the
King of Security”
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To Whom it May Concern

Basel, 22 Auagust 2007

Re.: Identity Test of Suspoected Counterfeit Neupogen vial O.3mgl Lonl — ref. ' T'Wa# 39617

Dear Sirs,

Roche was informed about several cases of side effects ocurring with patients after administration

of NMeupogen at Ghassan Hammoud Hospital in Saida-Sourth Lebanon. Roche representative office
in Lebanon suspected that this sample could be a counterfeit after its visual observation.

The complaint sample consists of one vial of NMeupogen® with strength 30 Mio LI/E. The
concerned batch number is B1030. The MFI2> and expiry date aré 11/2008 and 1 1/20066,
respectively.

Statement (A Packaging Matcrial:
The internal investigation revealed the following differences in comparison to the original:

- FPrinting mistake in the ingredients (“acetasm™ instead of “acetas™), manufacturing and
expiry date (“"MEID 10 Z2008™ and “EXP 11 2006™).
- Colour variation of metallic and plastic seal (bluefsilver instead of blue/gold).

Chemical analysis:
Based on analyvsis the complaint sample doesn’™t contain :.u-:'y pranulocyte-colony stimulating
factor and was therefore characterized as non IMNeupy

Conclusion:

It can be concluded that the analyvzed vial iff counterfeit of Neupogen®,

Yours sincerely,

F. Hoffmann - La Roche Ltd.

3 Prhﬁ.{f\.,_d’_‘-\{,}"f./\-—-ﬁ-———u——w

Urs Foelmli Urs Salzmann

Head of Mature Products International Portfolio Business Manager

F. Hoffmmnn - La Roochas L. Pl e e-coses U o s PEM Maturse Priooucis Taxl, = 51 87 BAA 75 33
Bidg. Fa a0 6o Foax + &1 &1 888 18 15
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Plan d’action-phase 1

Conférence de presse annoncant la 1¢"¢ Campagne
Nationale pour la lutte contre les médicaments
contrefaits. (6/8/2008 )

Billboards (823)

Radio, TV interview, spots TV.

Journaux

Séminaires (pour tous les acteurs)

Posters (facultés, officines, hopitaux)
Guide (médecins, pharmaciens, magistrats)
Flyers (pour patients)

Sacs (pour patients)

Call Center

'l W Nal









