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Valida

Hedelix

cough syrup

lvy leaves soft
extract .

Aencdalt Ol YL Jlacadt dad L0 i

Herbal expectorant

Alcohol free V'
Suqarfreew/

100 ml
Syrup for oral use,

£193 pud - GIIUE (LaSe
Dietary Supplement ~ Not a medicine

Composition: &

100 ml syrup contains:

0.8 dry extract of Hedra helix L,
folium ivy leaf (DER 2.2-2.9: 1).
Extraction solvent: Ethanol/Water.

Syrup for oral use.
Read the package leaflet before use.

@Volldo

Valida s.r.l. - Italy

www.validasrls.com
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RIVAROROXABAN 20 MG TABS. (XARELTO )

RIVAROROXABAN 15 MG TABS. (XARELTO )

RIVAROROXABAN 10 MG TABS. ( XARELTO )

TICAGRELOR 90 MG TABS. ( BRILINTA )
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SPESOLIMAB - SBZO INJECTION ( SPEVIGO )
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TRIENTINE 250 MG CAPSULE

OMEPRAZOLE SUSPENSION

16
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LIGNOCAINE HADROCHLORIDE 2%-1.8 ML CARTRIDGES
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CARTRIDGES
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10 October 2024

@ World Health
Organization
Medical Product Alert No. 4/2024

Falsified USP/EP PROPYLENE GLYCOL Identified in the
WHO Eastern Mediterrancan Reglon

Alert Summary

This WHO Alert refers to falsified DOW USP/EP PROPYLENE GLYCOL detected in Pakistan in August 2024 and notified
1o WHO in September 2024.

Authentic DOW USP/EP PROPYLENE GLYCOL is a raw material (excipi utilized in

and other
manufacturing processes, adhering lo the standards of the United Slales and European Pharmacopoeias (USPIEP) for
medicinal use.

Background

In April 2024, WHO also issued Medical Product Alert No.1/2024 concerning the detection of five balches of falsified and
contaminated DOW USP/EP PROPYLENE GLYCOL which had been detected in Pakistan and linked to the manufacture
of contaminated oral liquid medicines. The falsified PROPYLENE GLYCOL had been found to be contaminated with
ethylene glycol.

WHO has now received information concerning three new falsified batches of DOW USP/EP PROPYLENE GLYCOL
which were detected in Pakistan in August 2024. WHO shared this information with the Drug Regulatory Authority of
Pakistan (DRAP) which issued a national rapid alert on 22 August 2024, detailing these new falsified batches of DOW
USP/EP PROPYLENE GLYCOL. See DRAP ALERT No: I/S/8-24-29. On 6 September 2024, DRAP issued a further rapid
alert concerning contamination with ethylene glycol and diethylene glycol in five locally produced oral liquid medicines.
See DRAP ALERT No: 1/5/9-24-32.

In 2024, DOW that the detailed in the DRAP alert and Identified in this WHO alert are
falsified and were not manufactured or supplied by DOW. All three batch numbers listed on the labels of the containers
are also falsified. At least one falsified DOW certificate of analysis for one of the balches was also identified.

The PROPYLENE GLYCOL materials identified in this alert have been deliberately and fraudulently falsified to
misrepresent their identity and source. The quality and salety of these falsified malerials cannot be assured.

The falsified materials may have also been offered for sale online and have been distributed to other countries, -ncMm
through informal or 9 markets. of oral liquid may have these
raw materials, which may sl be in their storage facilities.

Please refer to Annex 1 ofAnnex 1: Products subject of WHO Medical Product Alert No. 4/202 this alert for full details of
the affected products and Annex 2 for available photographs.

Risks

The falsified raw materials referenced in this alert should be considered as unsafe and should not be used Iin the
manufacture of medical products or any products Intended for human use. They may bq contaminated with unknown
substances such as, but nol limited lo, diethylene glycol (DEG) and or ethylene glycol (EG). Toxic effects of consumption
of such i can include I pain, vomiting, Inability to pass urine, headache, altered mental
stale, and acule kidney Injury which may lead to death.

and System lov'_. be and Falsified Medical Products
- lod-medical. or e-mall:

WHO
Please visit: hitps /iwww.

Ref. RPC lert No. 4/2024 | 1
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N Organization

WHO has previously published seven Alerts on oral liquid medicines contaminated with DEG and or EG. Please see:

10 October 2024

and
WHO Medical Product Alert N*8/2023.

ik

Advice to f: , distri and y authorities

Manufacturers of medicines should ensure that raw malerials are acquired from qualified and approved suppliers.

of oral liquid i raw atrisk of with EG and/or
DEG, e.g. propylene glycol, sorbitel, and/or g|ycer|nlglyuvol 1 1 facturi i
tequirements.

Manufacturers are also advised to test each balch of incoming raw materials for ethylene glycol and diethylene glycol
before using as inthe of liquid

Analytical methods have been developed for testing liquid preparations for oral use for possible contamination with
DEG/EG. Gas Chromalography (GC) is a suitable and widely used analytical technique. In case of lack of access to GC,

WHO a two-level ap)| In which samples are first screened to identify contamination using a
mi i thin-layer (TLC) method as per the Interational Pharmacopoeia. The suspected

conlaminated products may then be confirmed by GC.

WHO advises agains! distributing or promoting any finished products that may have been manufactured using falsified
raw malerials. If such products have already been distributed and consumed, it is crucial to urge and guide patients to
promptly seek medical advice from a healthcare professional.

WHO requesls increased surveillance and diligence within the supply chains of countries and regions likely to be
impacted by the sourcing of these raw of the market is also
advised. National regt are advised to i notify WHO if substandard/falsified

raw malerials are discovered in their country.

Healthcare professionals should report any adverse events suspected to be linked to the use of contaminated medicines
1o the National Cenlre. Patlents who experience adverse reactions or
unexpected side-effects after using suspected oonwnlnnlod products should also seck immediate medical attention from
a healthcare professional.

If you have any information about the manufacture, use or supply of these falsified and contaminaled raw materials,
please contact WHO via rapidalert@who,inl.

WHO Global and System for and Falsified Medical Products
Please visit hitps who int ng-lolsifie o e-mall: (apidaler@who.int

Dot RPAREGNSFIAlart Nn, 4120241 1



World Health
Organization

10 October 2024
Annex 1: Products subject of WHO Medical Product Alert No. 4/2024 )
Falsified USPIEP PROPYLENE ech el i
2 P'“."“ : Batch/ Lot No. | Stated Manufacturer M!u. - TR :'mcua
oow P:Jm? sl Macsaidicy s 16-70.4023 | 18-10-2025 | Pakistan
Dow Pruogglem Glycol | F8900LBPPD6 Dow Europe GmbH o 055 Fob 2025 | P
oo USPGPEEJW e T67Hiay | 1023 | Notsated | Pakistan

WHO Global and System for Substandarg | Ce—
Ploase visit inthealth d “‘ € i 4 Medical Products
y hmall:

Rof. R"Q/,.

*m, AliNo. 42024 3
i




World Health
Organization 10 Octobar 2024

Annex 2: Photos of Products subject of WHO Medical Product Alert No. 42024

Falsified Batch / Lot No.
FOE00LTPPAL

WHO Global and System for S and Falsified Medical Products
Please visit: hitps intheal -l l-prodycts, or e-mall:

Ref. RPQ/REG/ISF/Alert No. 412024 | 4



World Health
Organization 10 October 2024

Falsified Batch / Lot No. F8900LBPPDG

WHO Global and System for and Falsified Medical Products
Please visit: hitos inUhealth d-alsified-medical-products, or e-mall:

Rel. RPQ/REG/ISF/Alert No, 4/2024| 5




é World Health
S Organization 10 Octobor 2024

Falsified Batch / Lot No. SS8900BIPPDS

a0
BYH [
GLYCOL

'WHO Global and ing System for and Falsified Medical Products
Please visit hitps www who inUhealth -falsfied-medical-products, or o-mall:

Rol. RPQ/REG/ISF/Alert No, 4/2024| 6 |
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Memo {Roche)

-

7. Packaging Material igation S y
Kaiseraugst (Switzerland) Quality Control and Roche Egypt investigated the pictures of the
complaint sample. Since the batch number is not readable, but the imprinted GTIN and material
number indicates a GCA-18 make up presentation, the displayed complaint sample was compared
to a GTI ial number ponding retain sample with GCA-18 make up presentation.
Roche Egypt specifically il i d the i ion imprint.

The following differences and results were found:
« No significant differences were found regarding the complaint folding box and the Tamper
Evident labels compared to the retain sample.
e The folding box and the Tamper Evident labels are damaged. The Tamper Evident label on
the variable data side is not correctly positioned.
o Within the importation imprint, the price format is not correct.

Complaint sample (QE-124603) genuine product

Axyy
b g 2
R

ST oy 0761332604337,

F. Hoffmann-La Roche AG

Global Issue Management QE-124603 34
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VITAMINGD

Vitamin O contributes to:

A s
mot

2505 (53000 1) Soenacodt ay poca.

..

uctions for use
as prescibed by youe

oo ecammanda :
Proca o iy ol ol Netweighi 31225

e Instructions for use:

+Keep out ofreach of children. ele ok esbed DY
+00 0ol exceed the recommended dose. doctol

*Storeina cool, -

* Product for use by adults only. Netweight: 3.225 9
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To Whom It May Concern

28 October 2024

Confirmed Counterfeit of Avastin in Libya
Roche Reference: QE-131616

Complaint Reference: QE-131348

Dear Sir or Madam,

Roche was informed on a suspected counterfeit of Avastin 400mg/16ml, batch H4239A70. According
to the complainant, the product was purchased from the parallel market in Libya, and the patient
asked for verification of the product.

For investigation at Roche, pictures and a video displaying parts of an Avastin of the folding box
(variable data H4239A70 10/2026 03/2024) and a labeled vial (variable data 10/2026 H4239A70
03/2024) were available.

Batch Trace
Lot tracing is not possible since the batch number H4239A70 is not a genuine batch number.

Packaging Material Investigation

The pictures / videos of the complaint sample were compared to genuine product in EFA make-up
since the imprinted GTIN and material number correspond to Avastin 400mg in EFA presentation.

On the folding box, several significant differences were detected, including non-existent batch
number, missing Arabic text, placement of text, material number, logos and 20 matrix code. In addition,
the Tamper Evident label does not correspond to genuine Roche product, and the combination of the
imprinted serial number with the imprinted GTIN number does not exist in the Roche database.

QE-131616 F. Hottmann-La Roche Ltd Global l1ue Management
CH-4070 Basel Tel +41616885599
globaleme_lssue_managementGroche.com

12




In addition, several signi

were d

on the vial, including non-existent batch

number, different artworks, different shape of the vial, different stopper, and different aluminum seal.

Chemical Analysis

Chemical analysis could not be performed as the physical sample was not available.

Conclusions

Based on the S|gn|fbcan( dif fferences on the complaint sample compared to genuine product, the case

is as

it of Avastin.

Sincerely,

F. Hoffmann-La Roche Ltd

Dr. Thomas Eicher
Global Quality Manager

Signed by:
r_r 4
0 Soner Name: Thomas Exher

Signing Reason: | approve this document
L Sgning Tima: 26-0c1-2024 | 1201:11 PM CET

F. Hottmana-La Roche Ltd
QE-131616 atal

Keith Heid

Global Quality Manager
Signed by:
badle il

U St

L mmmmun:vmm

Global lssve
Tol +41616885599
globaleme ssue.
212




Memo Qoctey

7. Packaging Material | 0 S y
Kaiseraugs! (Switzerland) Quality Control k d the sample. The batch
numnnouoammoRoeMbold\mmbuM"nhwdeTlNMmlomem
1o an Avastin 400mg In EFA make up p Tl the displayed sample was compared

1o a retain sample in EFA make up presentation,
The following differences and results were found:

* Artwork (e.g. font, missing text in Arabic, spelling mistakes (e.g. "a diluer” instead of &
dilver”, “dihvdrate® instead of “dihydrate®, "a instead of &°, refrigerateur” instead of
réfngérateur, “"apres® instead of “aprés’, “medic ament” instead of “médicament),
placement of text, of the material number and of the Roche and vial logos, size of the
green stripes)

* Variable data (e.g. ring and expiry dates, wrong
shelf-life and Inexhtent batch number), pdnt!ng quality. font, placement (including of the
2D-matrix code))

. w& Tamper Evident labels (do not correspond to Roche genuine Tamper Evident

Presence of Braille

Perforation

The 2D-Matrix-Code Is not readable.

The barcode on the sample is readable and to the GTIN.
The imprinted serial number in combination with the imprinted GTIN does not comrespond
1o an original Roche serial number.

Complaint sample (QE-131348) genuine product
Jomer, | [
W A \
=]
'aa= ’ |
0 6 &

F. Hoffmann-La Roche AG
Global Issue Management QE-131348 s
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Docusign Envelope ID: 2ACE7BCF-C14F-4612-97A6-10E917729D49 / L

CSL Behring AG * Wankdorfstrasse 10

CSL BEhring 3014 Bern + Switzerland « +41 (0)31 344 44 44 cslbehring.ch

Ministry of Health
-Market Surveillance-
Tripoli,

Libya

Bern, 23-SEP-2024
Counterfeit CSL Behring Rhophylac® in the Libyan market

Dear Sir or Madam,

We hereby would like to |nlorm you about confirmed counterfeit Rhophylac® product, that
to our ilable for sale in the Libyan market. CSL Behring has not
the p! to Libya.The p ded lot number # P100351349 does
not refer to a genume CSL Behring Rhophylac@ lot.

The concerned counterfeit product has not been manufactured by CSL Behring, but is
made in a way to deceive potential buyers, which includes the use of a legitimate serial
number from another lot, that was delievered to Egypt and Jordan. Such product
represents a significant risk to the public health due to its unknown origin, content, sterility
and uncontrolled handling/storage.

We recently received information about a similar, but ot identical counterfen froma
customer in Egypt. The Egypnan Drug Authority was il ly. Itis

how many counterfeit units are in the Libyan Market and if they have been administered.
We have not received reports about administration of the concerned product.

We urgently request your support in informing relevant entitites and waming of potential
buyers about this illegitimate product in the market.

Please find the currently available information on the next page and see the attached
pictures for your reference.

We point out, that genuine CSL Behring Rhophylac®, legally imported and within the
approved pharmaceutical supply chain is not concerned and is safe and effective.

Yours sincerely,

CSL Behring AG

Signed by:
rsm Sdunude
U  signer Name: Sivia Schmutz
Signing Reason: | approve this document
o Signing Time: 23-Sep-2024 | 1:26:14 PM CEST
Silvia Schmutz, PhD !
Director, QA Batch Release Bern 2




Docusgn Envelope ID: 2ACETBCF-CI4F4212-5TAS- 106917722028 .

CSL Behring

Counterfeited CSL Behring Rhophylac® in the Libyan market
Report from 23-SEP-2024

Currently available Information

Concemed product: CSL Behring Rhophylac® 300 pg 2 mL pre-filled syringe
huNEpvumwn(EmBhMqubox)

Concemed lot number: P100351349 (no genuine Rhophylac® lot

Concemed units: unknown, 1 sample reported

Countereit confirmed: yes, based on pictures

Date of detection: 19-SEP-2024

Pictures for Reference

“hophylac’ 300
~“man anti-D (Rh) immunoglobulin

Picture 1: Front of concemned illegtmate producl. An additional imprint as used by our approved distributor 28 Pharma
Group (Egypt) indicates a likely origin of the unit from EgypL.

GTIN :01076123770042102]
SN : 27650943778188
: LOT : P100351349
DOM: 15.7.2024
EXP : 1472027

/

Picture 2: Folding box lid containing the variable data. The variable data impnn! is the most obvious iregularity for this unit.
The GTIN is longer, than expected, The data matrix code contains the foliowing information:

70042 37781831 and is not < with the Jol # and expiry date
written in plan text next 10 it The sarial number belongs to the genuine CSL Behring Rhophylac® lot # P100378987, that
has been defvered to Egypt and Jordan,

Note; The similarly executed counterfelt found in Egypt differs in regard to the indicated DOMEXP dates (17-MAR-2023/16-
MAR-2025). The unit found in Libya therefore might be considered an updated version,

page 20f3



Docusign Envelope ID: C14E4512-9TAB- %

CSL Behring

Picture 3 & 4: Detalls of the Blister contalning tho counterfeit syringe fusion
blister cut and its seal is a clear indicator for the counterfeit, andanin roedie: The, peor Rk of e

Note: The imprint on the biister appears similar to a rubber stamy
e T o Eqyot. p and differs considerably from the imprint on the simiar

page3of3
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ERBITUX
\/ Solution for Infusio
Cetuximab

It is administered in

Sterile

1 vial
500 mg [ 100 mL

5mg/mL MERCK
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