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Bendesinetitug fr Arzaainitel
urd Medizinprodukie

Kurt Geong-KiesingerAllzs 3
53175 Bonn

FAJC Q2281207-6207

Hirvwalse zum Ausfiilian des Bardohibogens
ttbar unsredinschis frznelmiislwidnngan
nach § 42 des Arzneimittelpraetzes

Das Bundeainstiiut {Ur Arzneimitiel und Medeinprodaiie bitiet Sie, Maldungen tier urenvdnschie
Arzngimidekwirikunges auf dam verliegenden Berichishogan BIArE 6473 zu ersiation, damdt sine rasche
Auswariung und EEN-madipe Baarbaltung gewdhripistat st

Ja volistendiger der Bericldebogen ausgefoilt wird, um so sicharer wird de Auswerlung eed Abechétzung
aines Armeimittelrisiios sein kisnen. Unvallstandige Daten sollian jedoch kein Hindarungsgrnd e
aine Meldung sein. Um auch bisher unbekennte Aszneinittalrisiken erfesaen zu kinnan, ief es notwendig,
auch in VerdschtelBlies: und belm Aufteaten unersinachter YWiskungen, die bietuse nicht mit den
versivedchten Arznaimiitedn in Verbinding gebracht woedes, einen Bedchisbogen auszuitien.

Eem Besichtabogen kiinnan afie (hnen 2u daser unerwinecivien Srznsdmittaledrkung, insbeaondera Obar
die Syrepiorsdil und den Verleuf zur Verfligung etehends Untedegen (2B, Untersuchampgabefunde,
L shardaten, Seltienaprotekolls) in Kopis beigalegt wardan.

Fidlen Sle die Mnpaben zur Pereon des Patierden bilte so volistindg wie maglich aus, da hierdurch
dappelt gameddede unerainecite Wikkungan srkannt werdan kéionan. Geban e die inftislen das
Patiendan bite in der Reihenfoipe Name - Vorname an.

D Detan zu dan verabreichden Arzneimithein sollten a0 genes wis miigich, d.h. unter BertckeiohBgeng
der volletendigen Bersichnung {2.B. retary, forte}, dar Dameichungaform, der Staeke, der Doslarung wnd
dar Aot der Arveendung (28, p.o., Ly, i) asgegeben werdan. Des Aczneinitel, das vermutiich din
unerviinschie Yirkung esageltst hat, solite enteprechend gekennzeichrat werden.

Alle e dem: Barichisbagen sagegabenen patientsn- und erztbezagenen Daten werden den
Hastimmangen des Bundesdstenachuizgasstzes enteprechend veriraulich behandeit

Walters Yordrucke des Barichtebopgens sind beim Bundesinstitug fir Arzneimitel snd Medzinprotulns,
Rurt-Georg-Kisgingar-Allas 3, 53175 Honn exhadtich.
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o Confidice
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CNMANTTEL G RAPEDY U MEDICTRIER SERDICINES CORTROL ANERCY

SUSPECTED ADVERSE DRUG REACTIONS

IF you axe mspicions b an solverss nasction mey be velatiod o a deag or eorabinstion of drugs pleage eomplote this
Yallwer Cland. For reporting wivioe pleass see over. 1o vol baput off reparting hecauss some details ars nat kogwen,

PATIERNT DETAILES VPatieot Initiala: oo Bom: ML/ F Weight i known thglt o
Ape (at time of Bestivnl o, Tilentification number [¥our Practice £ Hospital Ref 3 s
BUBPELTED DHLMAE)

Chive bransd s of drug and

hatch mamber if known R pinbe Drasage Thte stasted Lty stapgied Pregeribed for

BUEPECTED HEACTIONRE)
Fleags deseribe the venctioufn) and any lousteent piven:
Crirdensue
Resaveral [
Recavaring [
Continuing [
Tk yeaetionds) stacbeds b ressscbinndssd shoppesds e Qther [
Dinyyen. somsider tha nesctivn by be sericus? Yes & Mo
Fyer, plesse indicats swhy e resciion i considered 1o be serivous (pease tivk afl that apply):

Patient dizd dos o reastion . Tewwlwed or prolonged inpatiznt hospitaliztin 1
Life threatening - Tmvolved pemsistent or significant disability or incapacity -
Com gauital alnsormmalitg - Fduadigally wignificant, please give details:

CTHER BRUGE (inclading self~medivation & Berbel reanedies}
i the patient take any wiherdrugs in the last 3 monthg prioeto the reaction? Yes ¢ Mo

Wyewr, ploagss give the Tllowing infonmativn i known:
Dxrug (Brand, i koosyng Rine Divsags Laatn skeded Daite stopped Freserihid for

Addidioual vedrvant blirmatiae  o.p. medicnl hsbory, lodt resul s, knoven allergies, rechallengs (if pedormsd), suspeeted drog
imteractisng. For congenital alsmormalities pleasie stata all sther doogs faken during pregremey and the List menstinal perisd.

CLARICTAN (if aabthe reposter)
Wamie aved Professional Address Manwr and Frodssional Address:
_— Post cade:
Pagt codi: Tl M L 1 EOTR - |+ 11+ T &1 S
Hpeciality:

TEyou wonald liks information abant wiber adverse reactinns D
Signuture: Thate: sseasiabed with the suspected drug, plesse ick his boz

# Thig is tw enablz yon t identify the patient in any fiture correspondaks coreaming this repur
Fivaw @tach addidonal pages if uecessany
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b Submit & Yellow Card p Electronic Yellow Card repording quidance k What happens to my Yellow Card? b Howthe Yellow Card Scheme
protects patients

Electronic Yellow Card reporting guidance

ifyou suspectthat a patient's symptoms may be related to the medicine they are taking, please consider submitting a Yellow Card report.
You do not have to be cenain about caugality. if in doubt, please report.

Please report all suspected adverse reactions to new drugs and vaccines {denoted by %) Click here for a current list.

Please report all serious suspected adverse reactions to established drudgs and vaccines.

Please include as much information as possible on the Card, in order to help us to inferpret the case and evaluate safely issues.
However, do not delay reporting just because some details are not known.

Areas of special interest:

» Please repont ali suspected adverse reactions in children

r Please report suspecied adverse reactions in the elderly according to the above reporting guidelines
» Please report any suspected delayed drug effects or congenital anomalies

» Please report all suspected adverse reactigns to herbal rermedies

Reporter details

C*mandatory fields)

*Surname [

*First name

*Address

*Town

*County

|
|
|
*Posicode |

*Telephone

*Profession Please select from drop down list| & i

Email address

Date g
amiyy) |706/2004
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BIEFRES AR “FORM FDA 3500" (BFEREA - 2)

Report adverss exporiences with:
¢ Iedications fdrgs or biobgins |
v Mzdivel desioes (cfuding fevitro disgnostios)
« Bpecial nulritions! products (detay supplamants,
rmarfoal foods, infard fonmdas)
» Cosmetics
+ Medication serars

Report product problems - quality, performanse or
wafely corcems such s

» Suspecbed counteeit product

+ Sueperded contaminastion

= Clunsticnable siability

« [ofective companents

» Ppor packaging or kabsling

» Tharapaulic falures
Report SERIS. addver s everds. An evant is serions
when the patient outcome is:

ADVICE ABOUT VOLUNTARY REPORTING

How te report
e Just fil in the sections that apply to your report
+ Llge section Cior sl products excepl medical devioss
= Attech adeitional bank pages if nesdad
» Ussa separats form for each petisnt
« Raport efther o FOA or the rmanufactunes for fadh)

Confidentisdity: The patients ientite is hsld in sirict
canfideras by FIA and protedsd to the Tullest exbsnt of
fhe law. FDA will not discloss the meporter's derdity
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the manufactuer unless reouestad othamise.
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e o Lifertiraatening (real risk of dying) Tailily who would handks such reporting. Sl
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PR L Impertant pumbens
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B Cmgel?ta‘?amy ) v 1-BU0-FIOA-D178 - To FAX mport
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Report even il ! e e
o Youranot carain the product cauesd the event To Report via the Internet:
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collectios afmﬁmam Semt i egueding i bunden e ov eny ather mipect  cellectiv af i msrmx wnilesn it e f
of ths sfing g suggetices for redweing Wis bawden fn: PR 1 B coieol namber.” |
Deguzrtimen of Healili el Masee Sorvices Plewwss DO 0T
Foed remd Sivag Admisivation REYCRN iz fowm
RleootB atvde; FEFR-L10 & ehis advireny.
SRR L ome
Rondeiile, B 20857
U.8. DEPARTMENT OF HEAL TH AND HURMAN SERVICES
Foad ad Drug Adminiztmation
FORM FOA 3500 {12/03] {Bank) Please Une Adrdress Frovided Be b -- Fold in Thirds, Tape and #ail
DEPARTMENT OF ii i l I! \EcEssaRy
HEALTH & HUMAN SERVICES " #?AHL?D
Public Heslth Servies LINITED STATES
Fosod and Diug Adrministration TR AP PO

Offizial Business
Penalty for Private Use $300
FIRST CLASS FAGIL.

BUSINESS REPLY MAIL

PERKIT MO, 848 ROCIOALLE MD

FAEDYWATCH

A6U0 Fishers Lane

FSTAGE WHL BE PAIG BF FORRARD BRUEG ADFIRACTRATINY

The FIIA Sately Infeamation and Adwerss Event Reperting Program
Trood wnd g Administrstico

Risckville, MDD 20852-9787

Deatiftaubuaboedsbunabolbalsstansiluotllons ook B
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