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Zyvoxid 600 mg: Inhait der gefdlschten Ware der Charge H94148 mit Verfall 10/2016 (Importware aus
der Slowakei).
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Exemplarisch ist die Lasche einer Schachtel mit den Angaben zu Charge und
Verfall abgebildet:

Ergebnis:

Alle sieben Packungen enthalten einen fremden Inhalt (z. T. angebrochene oder
zerschnittene Blister anderer Praparate). Zyvoxid ist in keiner Packung
vorhanden.

Densborn, 07-Juli-2015/P. Koch/Stufenplanbeauftragter der CC Pharma GmbH



|
DRINGEND - BITTE SOFORT AUSLIEFERN! IMPORTANT - DELIVER IMMEDIATELY

f R.npul Alert I\otlhcmmn ofu Qll.llll\' Defect / I{ecull '

e o e e

Meldende Stelle ’ |

Landesamt fur Soziales, Jugend und Versorgung
! |
Moltkestr. 10
54292 Trier

1. To/ [mpﬁnw o S FAX
Bundesmstltul (Gr Arzneummel und Meduzmprodukle (BfAIM) 0228-207-4636
Bundesamt fir Verbraucherschutz und Lebensmiltelsicharheit (BVL) 33%198444'

T | Paul-Ehrlich-Institut - Bundesamt fur Sera und |mprszof?é -(PEl) | 06103177-1263

i @ ~(')beﬁr;s—le Larn&»esgesundhellsbehorde

|
' 3. Counterfeit / Fraud (specify)*

‘ .
g . Product Reeall Class ol Defect: @ (circle one) RLP ot of suspected  counterfeit
1

f product
"3 Product: " AR M.nk:.um. Authorisation Number: *
- Zyvoxid 600my For use in huny m\/ummul:, (dl.l\.l'.‘ us nqum.d)

: 6. Brand/Trade Name:

] 7. INN or Generie Name: Linezolid
7y voxid b()()mg
\

j Dosage Form: film-couted t.nhlua Y. Streagih: 600mg
' . 10. Batch:Lot Number: H‘MHS 11 Expiey Date: 1002010
T12. Pack size and Presentation: 10 film . !

- 13, Date Manufactured: not known ;
i

e e ————— e e 4.

- 14, Marketing Authorisation Holder: * ‘,

coated tablets

| Plizer Europe MA EEIG. Ramsgate Road. Sandwich, Kent, C113 ONJ United Kingdom.

: ‘ e Recalling Fimm (if difterent):

!

15, Munufacturer ¥ ! Notapplicable!

~The suspected counterfeited packages were

; . detected by parallel importer CC-Pharma, D-

Contact Person | 34570 Denshorn during  the  cheeh  of

| incoming  goods.  No  packages  of  the

concerned Zavoxid shipment from Czechia
were released by CC-Pharma!

17, Readl Number Asaiened (i avinlable)
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I8, Details of DefectReason-tor-Recall:

On July 7", 2015 CC-Pharma Gmbl, Densharn checked a delivery of 7 packages Zyvoxid !
600mg Tablets (10 film-coated tablets)(Slovakian product) from the wholesaler Evopharm
(Brinn, Czechia). The sceondary packaging showed some slight differences, which might
attract attention only vn a second look (Atinchment 1), But the content of the packages was
completely different to the original: (cven opened) blisters from other medicinal drugs (with

its name on the blister foil) were inside (Attachment 2). None of the packages contained
Zyvoxid tablets. The different content is easy to detect, while the counterfeit secondary
packaging scems (o be only less noticeable. According to an additional information by CC
Pharma GmbH the hatch H94148 was received several times before from wholesalers with
correct packaging and content.

19. Information on distribution including cxports (type of customer, ¢.g. hospitals): ¥

CC-Pharma did not sell the packages 1o any customer, the packages are now in quarantine

20. Action taken by Issuing Authority:

Information of the Competent Authorities in Germuny by RAS

21, Proposed Action:
Waming information to parallet importers in other federal states by their competent authority.

Inspection of the delivering wholesaler by competent authority in Czechia to check supply
chain.

22. From (Issuing Authority): 23. Contact Person:

|
Landesamt fiir Soziales. Jugend und Versorgung | Markus Walther
MoltkestraBe 19 1 waltheranarkus@élsjv.rip.de
54292 Trier ' Telephone:
- { 0651 /1447 208
24. Signed: ,ﬁw 25. Date: 08.07.2015 2. Time; 41045

* [nformatfon not required, when notified trom outside EU.

¥ The holder of an authorisation referred to under Article 40 of Directive 2001/83/EC or
Article 44 of Dircctive 2001/82/EC and the holder of the authorisation on behalf of whom the
Qualificd Person has relcased the batch in accordance with Anticle S1 of Directive
2001/83/EC or Anticle 55 of Dircctive 2001/82/EC if difterent.

This is intended only for the nse of the party to whom it 1s addressed and may contain inforntion that
is privileged, confidential, and prowected frem disclosure wnder applicable haw, i vow e noer the
addressee, or a person authorized w deliver the docimens to the addressee, yon are hereby notiticd
that any veview, disclosure, dissemmation, capying, or ather action based on the content of this
conmatication is e athonzed. I yochave receved tus document in creor, please notifye us v
tebvphone immediniel: amd OIS sl e sebove address by mail. Thank you - @«




