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Léargas ginearalta

Is éard ata sa lamhleabhar seo treoracha maidir le conas tairseach adrreports.eu a Usaid chun rochtain
a fhail in EudraVigilance ar thuarascalacha maidir le frithghniomhartha diobhalacha amhrasta (da
dtagraitear déibh mar iarmhairti né fo-iarsmai neamh-inmhianaithe) a bhaineann le cégais.
Sainmhinitear an rochtain ar fhaisnéis faoi fhrithghniomhartha diobhalacha amhrasta a bhaineann le
cogais i EudraVigilance Access Policy.

Tri thairseach adrreports.eu, féadfar tuarascalacha gréasain a ghinilint a sholathraionn eolas maidir le
frithghniomhartha diobhalacha amhrasta a bhaineann le cdgais ata Udaraithe sa Limistéar Eorpach
Eacnamaioch (LEE). )

Déantar cur sios ar shonrai na dtuarascalacha gréasain sa ldmhleabhar seo. Airitear ann minitchain ar
na feidhmidlachtai brabhsala/iarratais, leagan amach na dtuarascalacha agus na n-eiliminti sonrai a
cuireadh i lathair do Thuarascalacha Sabhailteachta do Chas Ar Leith (ICSRanna). Ta treoir maidir le
|éirit cas-tuarascalacha spontaineacha de fhrithghniomhartha diobhalacha amhrasta a bhaineann le
cdgais le fail here.
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1. Faisnéis Chulra

Solathraionn adrreports.eu portal rochtain don phobal ar thuarascélacha maidir le fo-iarsmai amhrasta
a chuireann Udarais rialadla ndisilinta cogas agus cuideachtai cdgaisiochta a bhfuil Udaruithe
margaiochta le haghaidh cdgas sa Limistéar Eorpach Eacnamaioch (LEE) ina seilbh ar fail do chéras
EudraVigilance.

Ta rol larnach ag an nGniomhaireacht Leigheasra Eorpach (EMA) i monatéireacht shabhailte cégas san
Aontas Eorpach (AE) - faireachas cdgas a thugtar air seo. Is é an priomhrdl atéd ag an nGniomhaireacht
sa réimse seo tacu le comhordu chéras faireachas cégas na hEorpa agus comhairle a sholathar maidir
le husaid shabhailte agus éifeachtach cégas. Mar chuid den fhreagracht seo, ta an Ghniomhaireacht
freagrach as EudraVigilance a fhorbairt, a chothabhail agus a chomhordd, coéras chun cdsanna
ambhrasta de fhrithghniomhartha diobhalacha do chdégas a thuairisciu. Ta tuilleadh faisnéise le fail ar
EMA website.

Cuireann Udarais rialdla naisilnta cégas agus cuideachtai cdgaisiochta a bhfuil idard margaiochta le
haghaidh cdgas ina seilbh sonrai ar fail go leictreonach do EudraVigilance. Foilsitear sonrai
EudraVigilance sa bhunachar sonrai Eorpach de thurascalacha maidir le frithghniomhartha diobhéalacha
amhrasta a bhaineann le drugai, tairseach adrreports.eu, in 26 teanga. Tugann an tairseach seo deis
d'Usaideoiri féachaint ar an lion iomlan tuarascalacha ar leith maidir le fo-iarsmai amhrasta (ar a
dtugtar Tuarascalacha Sabhailteachta do Chas Ar Leith, né ICSRanna freisin) a chuirtear faoi bhraid
EudraVigilance maidir le cégais ata udaraithe in LEE. Foilsionn EMA na sonrai ata ar fail ar
adrreports.eu portal ionas gur féidir lena gheallsealbhdiri, an pobal i gcoitinne san aireamh, rochtain a
fhail ar fhaisnéis ar féidir le hidarais rialdla Eorpacha i a Usaid chun athbhreithnit a dhéanamh ar
chégas no ar shubstaint ghniomhach.

T& na sonrai ata ar fail sa tairseach bunaithe ar fhrithghniomhartha diobhalacha tuairiscithe go
spontaineach ag othair, gairmithe ciiram slainte no ag foinsi eile, sonrai a chuireann Udarais
rialdla naisiinta cégas no cuideachtai cégaisiochta ar fail do EudraVigilance go leictreonach i bhfoirm
ICSR.

Tugann adrreports.eu portal rochtain ar aschur sonrai comhiomlana bunaithe ar iarratais réamh-
shainmhinithe. Is i bhfoirm tuarascalacha gréasain a chuirtear na sonrai seo ar fail, tuarascalacha a
bhfuil roinnt tab iontu. Ceadaionn gach tab d'Usaideoiri na sonrai a cheistil, a scagadh agus a rochtain
ar bhealach difridil. Chomh maith leis sin, solathraitear rochtain ar liostl line cdsanna ar leith agus
foirmeacha cas-tuarascalacha i gcomhréir le dli an AE maidir le cosaint sonrai pearsanta.

2. Séanadh

Nior cheart an Fhaisnéis maidir le frithghniomhartha diobhalacha amhrasta ar féidir rochtain a fhail
uirthi tri thairseach adrreports.eu a l€iri mar fhaisnéis a chiallaionn gur cuis é an cégas nd na
substainti gniomhacha den iarsma breathnaithe né go bhfuil s&€ neamhshabhailte é/iad a Usaid.
Baineann an fhaisnéis ar an tairseach le fo-iarsmai amhrasta, da réir sin, teagmhais miochaine a
breathnaiodh i ndiaidh Usaid a bhaint as cégas, ach ni ga go bhfuil baint acu leis an gcdgas né gurb é
an cdgas is cuis leo. Nior cheart go mbeadh an lion frithghniomhartha diobhalacha amhrasta in
EudraVigilance ina bhonn do chinneadh a dhéanamh maidir leis an dochdlacht go dtarléidh
frithghniomh diobhalach.

Ni dhéanann na ICSRanna in EudraVigilance ionadaiocht ar an bhfaisnéis ar fad ata ar fail maidir le
tairbhi agus rioscai cogais agus nior cheart do ghairmithe ciram slainte iad a Usaid ina n-aonar chun
cinnti a dhéanamh faoi réim chdireéla othair; ba cheart foinsi faisnéise eile a cheadd, lena n-airitear
faisnéis faoin tairge/faisnéis faoin tairge a oideasu.
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3. Eiliminti sonrai do na tuarascalacha gréasain comhiomlana
(deais)

Sula gcuirtear ICSR faoi bhraid EudraVigilance, comhlanaionn an tuairisceoir na heiliminti sonrai is
infheidhme agus solathraionn sé/si faisnéis maidir leis an bhfrithghniomh diobhalach amhrasta/na
frithghniomhartha diobhalacha amhrasta (ar a dtugtar fo-iarsma né iarmhairt neamh-inmhianaithe
freisin) a breathnaiodh i ndiaidh cégas amhain né nios mé a Usaid. Ni ga go mbeadh na fo-iarsmai
amhrasta seo bainteach leis an gcégas na gurb é an cogas is cuis leo (féach, le do thoil, Guidance on
the interpretation of spontaneous case reports of suspected adverse reactions to medicines).

Is féidir rochtain a fhail ar thuairimi difridla maidir leis na sonrai faoi ICSRanna tri adrreports.eu portal,
arb ionann iad agus cuid de gach cas ar leith a chuirtear faoi bhraid EudraVigilance. Ta na heiliminti
sonrai ata ar fail d'Usaideoiri na tairsi arna chinneadh tri EudraVigilance Access Policy.

Baineann an méid seo a leanas leis na tuarascalacha gréasain comhiomléna (deais):

e Ta faisnéis maidir leis an duine aonair, lena mbaineann an iarmhairt neamh-inmhianaithe amhrasta
le fail in Aoisghrapa agus Gnéas.

e Ta faisnéis maidir leis an aicme ata luaite ag an seoltdir le tuarascail (e.g. tuarascail spontaineach)
le fail in Cineal Tuarascala .

e Solathraitear faisnéis in tromchiis faoin iarmhairt neamh-inmhianaithe amhrasta; féadfar i a
aicmil mar ‘tromchuiseach’ méa chomhfhreagraionn si le tarld miochaine a bhfuil bas mar thoradh
uirthi, atd bagrach don bheatha, a éilionn ospidéalt mar othar cénaitheach, a mbionn riocht eile
tabhachtach 6 thaobh na miochaine de mar thoradh uirthi, né fadd ospidéald reatha, a mbionn
michumas né neamhabaltacht dhianseasmhach né shuntasach mar thoradh uirthi, né arb ionann i
agus éalaing bheirthe/neamhord 6 bhroinn. Chomh maith leis sin, d'fhéadfadh gurb ionann
‘tromchuis’ agus tagairt do theagmhais miochaine nach ga go mbeidis bagrach don bheatha
laithreach né go n-éileoidis ospidéalu laithreach ach a d'fhéadfadh an t-othar a chur i gcontuirt né
d'fhéadfadh go mbeadh ga le hidirghabhail (cdiredil) chun ceann de na torthai liostaithe thuas a
sheachaint. Airitear i measc samplai de theagmhais broncaifhreanga ailléirgeach (fadhb
thromchuiseach analaithe) a éilionn coéireail in aonad éigeandala né sa bhaile mar aon le
taomanna/trithi agus dioscraisis thromchuiseach fola (neamhoird fola) nach mbionn ospidéalt mar
thoradh leo.

e Solathraitear faisnéis intionscnamh geografach faoi shuiomh an tuairisceora.
e Solathraitear faisnéis in grapa tuairisceora faoi chailiocht an tuairisceora.

e Solathraitear faisnéis in toradh faoi stadas tuairiscithe is déanai na hiarmharta neamh-
inmhianaithe amhrasta.

e Solathraitear faisnéis in frithghniomh amhrasta tuairiscithe faoin iarmhairt/faoi na hiarmhairti
neamh-inmhianaithe a d'fhulaing an t-othar dar leis an tuairisceoir.

Léiritear sa tabla thios na heiliminti sonrai ata curtha san direamh sna tuarascalacha gréasain agus
luachanna féideartha.

Eilimint sonrai Luachanna Féideartha

Aoisghrapa (mapiilte i gcoinne “Aois ag  Gan a bheith Sonraithe
Teacht chun Tosaigh an Fhrithghnimh/an ~ 0-1 Mhi

Teagmhais”, bunaithe ar aois thuairiscithe 2 Mhi - 2 Bhliain

othair nd riofa bunaithe ar an difriocht idir  3-11 Bhliain

“Data Breithe” agus “Data Tosaigh an 12-17 Bhliain
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Eilimint sonrai Luachanna Féideartha

Chéad Fhrithghnimh” (ma ta sé ar fail i 18-64 Bhliain
bhformaid data bhaili dd/mm/yyyy) 65-85 Bhliain

Nios mé na 85 Bliain

Bean
Gnéas Fear

Gan a bheith Sonraithe
Cineal Tuarascala Spontaineach

Gan a bheith Sonraithe
Tromchuis Tromchuiseach

Neamhthromchuiseach
Limistéar Eorpach Eacnamaioch (LEE)
Tionscnamh Geografach Limistéar Neamh-Eorpach Eacnamaioch (Neamh-LEE)
Gan a bheith Sonraithe
Gairmi Curam Slainte
(Lia, Cdgaiseoir n6 Gairmi Slainte Eile)
Gairmi Neamhchuiram Slainte
(Dliodéir, Tomhaltdir né Gairmi Neamhchuram Slainte
Eile)
Gan a bheith Sonraithe
Téarnaithe/réitithe
Ag téarnamh/ag réiteach
Nil téarnaithe/nil réitithe
Toradh Téarnaithe/réitithe le hainiarmhairti
Marfach
Ni heol
Gan a bheith sonraithe
Aon iarmhairt neamh-inmhianaithe (frithghniomh
diobhalach amhrasta) tuairiscithe ag an tuairisceoir
Frithghniomh Amhrasta Tuairiscithe Ta téarmai iarmhairti neamh-inmhianaithe cédaithe ar
aon dul leis an bhfocldir de théarmai leighis a
usaideadh chun faisnéis chliniciudil a aicmiu
Aon ghrupa d'iarmhairt neamh-inmhianaithe bunaithe
ar an aicmiu tuairiscithe ag an tuairisceoir
Ta na téarmai a bhaineann le hiarmhairti neamh-
Gruapai Frithghnimh inmhianaithe ag teacht lena bhfuil san fhocldir de
théarmai leighis a Usaideadh chun faisnéis chlinicitil a
aicmil agus ta siad a gcatagoirid i ngrupai bunaithe
ar an gciall chliniciuil
Aireamh iomlan reatha césanna ar leith a cuireadh
faoi bhraid EudraVigilance

Grapa Tuairisceora

Lion casanna ar leith

Ta an Frithghniomh Amhrasta Tuairiscthe agus Grapai Frithghnimh do thuarascail bainte én
bhfocléir de théarmai leighis a Usaideadh chun faisnéis chlinicidil a aicmid. Is é an focléir a Usaideadh
an Focléir Miochaine do Ghniomhaiochtai Rialdla (MedDRA®).

Combhfhreagraionn an Frithghniomh Amhrasta Tuairiscithe do ‘Théarma Faofa (PT)’ frithghnimh
MedDRA agus comfhreagraionn na Grapai Frithghnimh do ‘Céras Aicme Orgén (SOC)’ frithghnimh
MedDRA.

Ta samplai d'aicmit MedDRA le fail sa tabla:

Frithghniomh Tuairiscithe Amhrasta Grupa Frithghnimh

(Téarma Faofa in MedDRA) (Coras Aicme Organ in MedDRA)
Tinneas cinn Neamhoird néarchérais
Ionfhabhtu cluaise Ionfhabhtuithe agus inmhioluithe
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Ma theastaionn tuilleadh faisnéise faoin bhfocloir uait, féach, le do thoil, ar leathanach CC
adrreports.eu ‘Céard é an Focléir Miochaine do Ghniomhaiochtai Rialdla (MedDRA®)?".

4. Sonrai breise maidir leis na heiliminti sonrai do na
tuarascalacha gréasain comhiomlana (deais)

Ni féidir ach aon luach amhain do na heiliminti sonrai Aoisghripa, Gnéas, Cineal Tuarascala agus
Tionscnamh Geografach a lua le cas ar leith; agus do na heiliminti sonrai Gripa Tuairisceora,
Tromchuis agus Toradh, d'fhéadfadh go mbeadh nios mé na luach amhain ar fail.

Is amhlaidh atd mar go mbaineann cas ar leith le hothar amhain ar leith, da réir sin, ni fhéadfadh go
mbeadh Aoisghrapa, Gnéas agus Tionschamh Geografach sainaitheanta ach de réir luach amhain.

D'fhéadfadh, afach, go mbeadh cas ar leith tuairiscithe ag Tomhaltdir agus ag Lia, a bhaineann le
Grupai Tuairisceora difridla; d'fhéadfadh go mbeadh Toradh iarmhairt neamh-inmhianaithe
ambhrasta tuairiscithe mar thoradh a bhi ag ‘téarnamh’ ag am déanta na tuarascala tosaigh agus i
ndiaidh nuashonraithe go bhfuil an toradh & thuairiscid mar thoradh ‘nach eol’.

D'fhonn dul i ngleic leis na casanna seo agus chun ré-chomhaireamh an lion casanna ar leith sna
tuarascalacha gréasain a chosc, cuirtear na rialacha seo a leanas chun feidhme:

4.1. Rialacha do chas ar leith a bhfuil nios mo na tuairisceoir amhain luaite
leis

Ma thugtar le fios gur ‘Lia’, ‘Cégaiseoir’ né ‘Gairmi Cdram Slainte Eile’ é duine amhain, ar a laghad, de
na tuairisceoiri, is mar Ghrapa Tuairisceora a shainmhinitear an ‘Gairmi Clram Slainte’. Seachas sin,
ma thugtar le fios gur ‘Dlioddéir’ né ‘Tomhaltdir né Gairmi Neamhchuram slainte eile’ iad na tuairisceoiri,
is mar ‘Ghairmi Neamhchdram Slainte’ a shainmhinitear an Grupa Tuairisceora.

Tuairisceoir(i) Grapa Tuairisceora

Cas ar leith #1 Cégaiseoir Gairmi Clram Slainte
Cas ar leith #2 Lia; Dliodoir nd6 Tomhaltoir Gairmi Clram Slainte
Cas ar leith #3 Gairmi Neamhshlainte Eile Gairmi Neamhchiram Slainte

4.2. Rialacha do chas ar leith a bhfuil nios mé na frithghniomh diobhalach
amhrasta le toradh difridil luaite leis

Ma ta ceann amhain, ar a laghad, de na torthai marfach, is mar ‘Marfach’ a shainitear an toradh don
chas ar leith don fhrithghniomh tuairiscithe; mura bhfuil aon cheann de na torthai marfach, is mar ‘Ni
heol’” a shainmhinitear an toradh don chas ar leith don fhrithghniomh tuairiscithe.
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Frithghniomhartha Diobhalacha Toradh i dtuarascail ghréasain
Amhrasta Tuairiscithe agus

Toradh/Torthai

Ni thuairiscitear an frithghniomh céanna

faoi dhé: Frithghniomh A ->
Frithghniomh A -> Téarnaithe/réitithe Téarnaithe/réitithe

Cas ar leith #4 ithahniomh B - bheith . 7 .
Frithghniomh B -> Gan a bheit Frithghniomh B -> Gan a bheith
Sonraithe Sonraithe

Tuairiscitear an frithghniomh céanna
faoi dho:
Cas ar leith #5 Frithghniomh C -> Ag téarnamh/ag

réiteach
Frithghniomh C -> Marfach

Frithghniomh € -> Marfach

Tuairiscitear an frithghniomh céanna
faoi dho:
. ) Frithghniomh D -> Téarnaithe/réitithe Frithghniomh D -> Ni heol
Cas ar leith #6 Frithghniomh D -> Téarnaithe/réitithe le
hainiarmhairti

5. Leagan amach

7 dtab ata sa tuarascail ghréasain.

5.1. Tab 1 - Lion casanna ar leith

Solathraitear faisnéis faoi lion reatha na gcasanna ar leith a aithniodh in EudraVigilance go dti
deireadh na miosa roimh ré sa tab.

Solathraitear faisnéis sa tab faoin lion casanna ar leith bunaithe ar Aoisghrapa, Gnéas agus
Tionscnamh Geografach.

The rumber of indhvichial cases idantrfiad i Eudraviglanca for = 8,898 (up o Jan 2014)

——
e
nnnnn T00.5%) fore than 65 vearg] &0

Number of individual cases
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5.2. Tab 2 - Lion casanna ar leith ar glacadh leo le himeacht ama

Taispedantar sa tab an lion casanna ar leith ar glacadh leo le 12 mhi anuas roinnte bunaithe ar
thionscnamh geografach i.e. casanna atd bunaithe i dtiortha LEE i gcoibhneas leis na cdsanna ata
bunaithe i dtiortha lasmuigh de LEE.

Chomh maith leis sin, ta eolas sa ghraf ar an tab seo a bhfuil treolinte ann chun léargas a thabhairt ar
an lion casanna ar leith le himeacht ama.

Number of individual cases identified in EudraVigilance received over the last 12 months and overall for (up to May 2016)

Number of Individual Cases received over time

400 16K
350 14K
300 12K
250 10K
200 8K
150 6K
100 4K

S0 K

0

Jun 2015 Jul 2015 Aug 2015 Sep 2015 Oct 2015 Nov 2015 Dec 2015 Jan 2016 Feb 2016 Mar 2016 Apr 2016

&

)

)
=

W EEA Cases Il Non-EEA Cases— Trend

For the interpretation of the results, please refer to the key considerations at www.adrreports.eu

Tabhair faoi deara, go bhfuil an eochair eolais don lion iomlan casanna ar leith le himeacht ama & Iéirid
i dtéarmai K, i.e. ciallaionn 4K, 4000.

5.3. Tab 3 - Lion casanna ar leith bunaithe ar thiortha LEE

Taispeantar sa tab an lion cdsanna ar leith i dtiortha LEE don tairge/substaint mhiochaineach
roghnaithe

Taispeantar ar an léarscail an céatadan de chasanna iomlana LEE i ngach tir.

Taispeantar sa ghraf an lion iomlan casanna ar leith i ngach tir.

Number of individual cases identified in EudraVigilance in EEA countries for (up to May 2016)

The country is not displayed if the number of cases is less or equal to 3 for that country

% Cases (Color Fil) |7
0-2
21- %
M41-60
We1-80
Wsi-100
y “
N
Czech Republid
Slovenia{
X 0 300 600 900 1,200 1,500 1,800
o%-20% Jan-son [Jon-eon [Jon-eon [Jon-om Number of individual cases

For the interpretation of the results, please refer to the key considerations at www.adrreports.eu

Ar fhorais priobhaideachas sonrai agus chun an riosca a bhaineann le hath-aithint othair/tuairisceora a
sheachaint, cuirtear tairseach chun feidhme ma ta an lion casanna ar leith ata ar fail do thir shonrach
nios 10 nd n6 cothrom le 3. Sa chas seo, ni thaispeantar an tir shainiuil ar an ngraf.
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Té dathchdédu curtha chun feidhme de réir chéatadan na gcasanna i dtir.

5.4. Tab 4 - Lion casanna ar leith bunaithe ar Ghrupa Frithghnimh

Taispeantar sa tab graf a amharcléirionn an lion cdsanna ar leith bunaithe ar Ghrdpa Frithghnimh.

Ta cuig amharc ar leith ar fail, rud a thugann deis d'Usdideoiri sonrai an Ghripa Fhrithghnimh ar an tab
seo a dheighilt bunaithe ar Aoisghridpa, Gnéas, Tromchuis, Grapa Tuairisceora agus Tionscnamh

Geografach.

ByAgeGroup ' BySex | BySeriousness  ByReporterGroup | By Geographic Origin

Blood and lymphatic system dsorders [N
Cardac | —

Congental. famial and gen

Reaction Groups

Number of individual cases

Not Specified  0-1 Month 2 Months - 2 Years @ 3-11 Years 12-17 Years = 18-64 Years 65-85 Years

For the interpretation of the results, please refer to the key considerations at www.adrreports.eu

Choose how you want to see the number of individual cases identified in EudraVigilance for (up to May 2016)

More than 85 Years

5.5. Tab 5 - Lion casanna ar leith do Ghrupa Frithghnimh roghnaithe

Taispedntar sa tab an lion cdsanna ar leith do Ghrdpa Frithghnimh roghnaithe sainmhinithe ag an

Usaideoir.

Ta tri thuarascail ghréasain do Ghrupa Frithghnimh roghnaithe ar fail; sa chéad tuarascail ghréasain
cuirtear na sonrai i Iathair bunaithe ar Aoisghripa & Gnéas, sa dara tuarascail ghréasain cuirtear na
sonrai i lathair bunaithe ar Ghrapa Tuairisceora agus sa tril tuarascail ghréasain cuirtear na sonrai i

lathair bunaithe ar Thionscnamh Geografach.
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5.6. Tab 6 - Lion casanna ar leith do Fhrithghniomh roghnaithe

Taispedantar sa tab seo an lion casanna ar leith do Fhrithghnimh roghnaithe sainmhinithe ag an

Usaideoir.

Choose a Reaction Group to see the number of individual cases identified in EudraVigilance for (up to May 2016)

- Number of individual cases by Age Group & Sex, Reporter Group and Geographic Origin
Reaction Groups

8lood and lymphatic system disorders

Age Group & Sex

1,000 2,000 3,000 4,000 5000 6000 7,000 8000
Number of individual cases
Wfemale  WMale i Not Specified

Reporter Group

Geographic Origin

0 1,500 3,000 3,500 6,000 7,500 9,000
Number of individual cases

For the interpretation of the results, please refer to the key considerations at www.adrreports.eu

Ta tri thuarascail ghréasain do Fhrithghnimh roghnaithe ar fail; sa chéad tuarascail ghréasain cuirtear
na sonrai i lathair bunaithe ar Aoisghripa & Gnéas, sa dara tuarascail ghréasain cuirtear na sonrai i
lathair bunaithe ar Ghrapa Tuairisceora agus sa tril tuarascail ghréasain cuirtear na sonrai i lathair
bunaithe ar Thoradh.

5.7. Tab 7 -

Thoose 3 Reaction Group and then 3 Reported Suspected Reaction to see the number of Indidual cases 1dentiied In Eudravigiance for T0p t May 2016)

Number of individual cases by Age Group & Sex, Reporter Group and Outcome
Reaction Groups & Reported Suspected Reaction TN - v

Number of indmidual cases

For the interpretation of the resukts, please refer to the key considerations at www.adrreports.eu

Liostu Line

Taispeantar sa tab liostd line na gcasanna ar leith tuairiscithe do EudraVigilance do thairge no
substaint shonraithe. Taispedntar eiliminti sonrai de réir an leibhéil rochtana ata tugtha don phobal i
EudraVigilance Access Policy.
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Féadfar na heiliminti sonrai thios a Usdid chun an liostu line a scagadh:
Tromchuis

Tionscnamh Geografach

Grupa Tuairisceora

Gnéas

Aoisghrapa

Grupai Frithghnimh

Frithghniomh Amhrasta Tuairisceora

Data Gateway

Féach roinn 7.6. ma theastaionn treoracha mionsonraithe uait maidir leis an liostu line a scagadh.

Ta achoimre de na heiliminti sonrai ata léirithe sa Liost( Line le fail sa tabla thios:

ICH
E2B(R3)

Eiliminti Sonrai Liostu Line .
Tagairt

Eiliminte

Uimhir loganta EudraVigilance, arb

Uimbhir loganta AE N/A ionann i agus aitheantdir sannta AE-CE-12345
do ICSR in EudraVigilance
Data Gateway EudraVigilance, arb
Data Admhala EV Gateway N/A ionann € agus data admhala ICSR  01/01/2014
in EudraVigilance
Cineal tuarascala C.1.3 Cineal Tuarascala Spontaineach
Cailiocht foinse phriomha:
Cailiocht foinse phriomha C.2.r4 grtlJ.pa|Ite ,mar_Gh:a|rm| Curar:n Gairmi Caram Slainte
Slainte nd Gairmi Neamhchuram
Slainte
Tir foinse phriomha chun ngn§e I?I_'lrl'om_ha c,hun Criocha
criocha rialdchain C.2.r.5 Rialuchain, taispeanta mar LEE
LEE/neamh-LEE.
Laghdaionn pian
infhulaingthe cumas
oiriunaithe fundas
gastrach agus
inghluaisteacht
An tagairt/na tagairti litriochta do ghastrach i suibiachtai
fhrithghniomhartha diobhalacha slaintidla: staidéar
Tagairt(i) Litriochta C4.r.1 amhrasta a ndéantar cur sios orthu trasach
sa litriocht agus sna ICSRanna ultrasonagrafach.
comhfhreagracha in EudraVigilance Hasuo H1, Kusunoki
H2, Kanbara K1, Abe
T1, Yunoki N3, Haruma
K2, Fukunaga M1.
Biopsychosoc Med.
2015 Feabhra
Mapailte i gcoinne ‘Aois ag Teacht
chun Tosaigh an Fhrithghnimh / an
Teagmbhais’, bunaithe ar aois
thuairiscithe othair né riofa
D.2.2a bunaithe ar an difriocht idir ‘Data
; , Breithe’ agus ‘Data Tosaigh an .
Aoisghrupa othar Chéad Fhrithghnimh’ (ma ta sé ar 18-64 Bhliain
fail i bhformaid data bhaili
dd/mm/yyyy)
‘Aois ag Teacht chun Tosaigh an
D.2.2b Fhrithghnimh / an Teagmhais
(aonad)’
Aoisghrupa Othar (de réir ‘Aoisghripa Othar’ (de réir
tuairisceora) PR3 tuairisceora) AOEE
EudraVigilance - Bunachar sonrai Eorpach maidir le frithghniomhartha diobhalacha amhrasta a
bhaineann le cdgais: Lamhleabhar Usdideora do rochtain ar line tri thairseach adrreports.eu
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Eiliminti Sonrai Liostu Line

ICH
E2B(R3)

Tagairt

Cur sios

Gnéas an othair

Tuismitheoir/Leanbh

Liosta Frithghnimh PT (Fad -
Toradh - critéir thromchuise)

Liosta Drugai (Saintréith Druga
- Tasc PT - Gniomhaiocht
déanta - [Fad - Daileog - Sli])

NS

Liosta Drugai (Saintréith Druga
- Tasc PT — Gniomhaiocht
déanta - [Fad - Daileog - Sli-
Nios mé in ICSR])

Eiliminte
D.5

N/A

E.i.2.1b
E.i.6a/b

E.i.3.2a,
E.i.3.2b,
E.i.3.2c,
E.i.3.2d,
E.i.3.2e,
E.i.3.2f

G.k.1

G.k.2.2

G.k.2.3.r.1

G.k.7.r.2b

G.k.4.r.6a

G.k.4.r.1a/b
G.k.4.r.10.2

‘Gnéas’ (inscne an othair)

Curtha in iul go mbaineann an
tuarascail le tuismitheoir agus
leanbh

Cur sios ar ‘Théarma Faofa
Frithghnimh / Teagmhais MedDRA’
‘Fad an Fhrithghnimh / Teagmhais’
‘Toradh an Fhrithghnimh /
Teagmhais ag Am na
Breathndireachta Deiridh’

Critéir thromchuise an
fhrithghnimh tuairiscithe, e.g.
Torthai bunaithe ar Bhas, Bagrach
don Bheatha, Cuisithe / Ospidéalu
Fada, Michumasaithe /
Eagumasaithe, Ealaing Bheirthe /
Neamhord 6 Bhroinn, Riocht eile
Tabhachtach 6 thaobh na
Miochaine de

Tréithrid ‘Rél Drugai’, sainmhinithe
mar amhrastach, idirghniomhach,
coimhdeachtach né nior tugadh
drugai.

Bunaithe ar an eilimint sonrai seo,
cruthoéfar 2 liosta dhifritla ‘Drugai’
(cogais):

- le haghaidh drugai amhrastacha
agus idirghniomhacha

- le haghaidh coimhdeachtach né
druga nar tugadh

Tairge miochaineach tuairiscithe,
taispeanta mar athchoédaithe i
gcoinne Fhocldir Fada Tairgi
Miochaineacha EudraVigilance le
haghaidh tairgi ata udaraithe go
larnach (i gcas tairgi Udaraithe go
neamhlarnach, ni thaispeanfar ach
an tsubstaint athchodaithe sa chas
go dtuairiscitear a leithéid)

Ainm na Substainte / na
Substainte Sonraithe, taispeanta
mar athchddaithe i gcoinne
Fhocldir Fada Tairgi Miochaineacha
EudraVigilance (mura bhfuil sé
taispeanta mar sin, beidh sé a
thaispeaint mar thuairiscithe)

Tasc den tairge miochaineach a
dtagraitear dé mar Théarma Faofa
MedDRA

‘An Fad ar Tugadh na Drugai’, mar
ata tuairiscithe né bunaithe ar
‘Thusdata Tugtha na nDrugai’ agus
‘Data Deiridh’

Daileog an chégais

Sli tugtha an chégais

Taispeanfar sonrai ata ar iarraidh mar ‘spas ban’ né *nil ar fail’.

Bean

Ta

Grios (3d - Réitithe -
Bagrach don Bheatha,
Cuisithe / Ospidéalu
Fada)

Masmas (1d - Réitithe)

Tinneas cinn (3d - Gan
a bheith réitithe)

TAIRGE [Substaint] (S
-Pian dhéadach,
Tinneas cinn — Druga
aistarraingthe - [1d -
0.5mg - 6 bhéal])

N6

TAIRGE [Substaint] (S
- Pian dhéadach,
Tinneas cinn — Druga
aistarraingthe - [1d -
0.5mg - 6 bhéal - Nios
mo in ICSR])

EudraVigilance - Bunachar sonrai Eorpach maidir le frithghniomhartha diobhélacha amhrasta a
bhaineann le cdgais: Lamhleabhar Usdideora do rochtain ar line tri thairseach adrreports.eu

EMA/758859/2016

Page 13/25



De réir réamhshocraithe sértdiltear na cdsanna ar leith in ord islitheach bunaithe ar ‘Dhata Admhala EV
Gateway’ i.e. is é an cas is déanai ar glacadh leis a bhfuil na coinniollacha scagtha & chomhlionadh aige
an chéad chas a bhionn le feicedil sa liostu line. Ba cheart d'Usaideoiri ar mian leo an liostu line a
shortéil ar bhealach difritil é sin a dhéanambh tri na sonrai a easpoértail chuig feidhmchlar oiriinach
(Féach roinn 7.6. treoracha maidir leis an liostu line a easpdrtail).

Line Listing Report
Primary Source Country parent e

EULocal | Workdwide Unique Case |V Gateway Type [Primary Source P Lrerature | Patint Age |Patent Age Group [Patent |2 | Reaction ListPT (Duration - Outcome - Seriousness Suspect/nteracting Drug List (Orug Char - Indication PT - | Concomitant/Not Admiistered Orug Lt (Orug Char - Indcation PT - |ICSR
Number | Identfication Recept Date | VP uaification Seelayy Reference | Group (a5 per reporter) (Sex |0 Creria) Action taken - [Duration - Dose - Route]) Action taken - [Duration - Dose - Route]) Fom
EUEC  |NonEEABratoiMyers  |27/12/2013  |Spontansous Hesthcare |Non Eurcpesn Not avalatie | 3-11 Yewrs |Chid Female Mo Pancrestsss (\a - Unknown - CausedProkonged Nt reported =
7459603 [Squibb Company-19847243 Professonsl  Econom Ares Hosgaalaatcn)
EUEC.  |Non EEABrstoiMyers | 19/122013 |Spontanscus Mesthcare Non Ewrcpesn Not avadate | 1864 Yeurs ARt Female Mo Iracmeia (+a - Unknown - Other Medcaly Important TRAZOOONE HCL [TRAZODONE HCL] (C - Va - Not Avalabie - (Wa - 1G58
7432579 |Squbb Company- 19502665 Professonal | Economic Ares Condtion), S0mg - Not avadabie])

Poychomator hyperactivty (+Va - Urknown - Other

Medically Important Condeson),

(Va - Unknown - Other Medicaly Imporant

Condison)
EUEC-  |EEABrutolyers Squbb | 18/12/2013 |Sportanecus Heathcare | European Economic | Not avalable |18-64 Years Ak Female No Delerm (+a - Recovered/Rescived - Other Medcaly Nt reported [
727794 |Company-19897735 Professonsl | Area important Condton),

Restessness (/a - Recovered/Reschved - Ocher Medically

Important Condeion)
EUEC |Non EEAINROC 181272013 | Spontanacus Non Healhcare | Non Eurcpesn Not avalatie |12-17 Yewrs  Adolescent Femsle Mo Amoess (314 - Recovered/Reschved - Caused/Prokonged R0 Hypothyrodem - Not1GS8
430882 (20131207478 Professonal | Econome Area Hospeaksation e

Tremor (24 - Recovered/Resoived - Coused/Prokonged

romeskiston
EUEC.  |EEALRB164655 Sportansous Meakthcare | European Economic | Not avalable | 18-64 Years AR Female Yes Paraesthess (v - Not Racovered/Not Rescived - ) (GLANZAPINE TABLET SMG (OLANZAPINE] (C - a - Nok Avadable - 1G58
7415220 Professonsl Area (Va - Smg - ORAL])
EUEC- | Non EEA-BrstokMyers Sportansous Non Hesthcare  Non Ewrcpean Not avalabie | 18-64 Years Akt e Mo Acral fbrilation (1Va - Unknown - Ocher Medcally ot reparted 8
7389950 |Squibb Company- 19857457 Professonsl  Econom Ares Important Condeion),

Musde twching (+a - Unknown - Other Medcally

¢ * Condeion),

Wrong techriaue in product usage process (Ve -

Unkrown - Other Medicaly Importart Condson

De bhri nach bhfuil sé indéanta na heiliminti sonrai le haghaidh ICSR a direamh sa liostu line, ta foirm
ICSR ar fail freisin chun tuilleadh athbhreithnithe a dhéanamh.

Cuirtear i lathair i bhfoirm ICSR na heiliminti sonrai do chas ar leith de réir Bheartas Rochtana
EudraVigilance (rochtain phoibli).

Grupailtear eiliminti sonrai san fhoirm i ranna loighcilla (e.g. druga, frithghniomh, anaimnéis) ionas
gur féidir leis an Usaideoir an fhaisnéis ata ar fail a shamhlu gan stré.
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Individual Case Safety Report Form EudraVigilance

General Information

EU local number EU-1234586

Sender type Pharmaceutical company
Sender's Organisation Beta-lactam Antibiotics
Type of Report Spontansous

Primary source country Non-EEA

Reporter’s qualification Physician, consumer
Casze senous? Yes

Patient
Age Age Group Sex
2 months — 2 years Infant Male

Reaction / Event
MedDRA LLT Duration Outcome Seriousness®
Stomach pain 2 day Recovered Hospital., other

Drug Information
Rolet | Drug Duration Dose WUnits in Interval Action taken
5 Dirug name 3 day 0.5 mg Every 12 hours Drug withdrawn

Drug Information (cont.)
Info# Drug Indication Pharm. Form Route of Admin.

Drug nams Favear Cral solution Oral

Rechallenge matrix table
Reaction/Event (MedDRA LLT) Drug Rechallenge?/Reaction recurred?
Stomach pain Chrug name Yes/Yes

Literature Reference

Tolerable pain reduces gastric fundal accommeodation and gastric matility in healthy subjects: a crossowver ultrasonographic study. Hasue H1, Kusunoki
H2, Kanbara K1, Abe T1, Yuncki N3, Haruma K2, Fulkunaga M1. Biopsychosoc Med, 2015 Feb)

W4

6. Léiriu tuarascalacha gréasain

Is é an t-iomlan reatha casanna ar leith ata ar fail i dTab 1- Lion casanna ar leith agus i dTab 2
- Lion casanna ar leith ar glacadh leo le himeacht ama an luach ba cheart a Usaid chun an lion
iomlan casanna ar leith spontdineacha a tuairisciodh chuig EudraVigilance le haghaidh cégas
roghnaithe né substaint ghniomhach a chainniochtd.

Airitear san fhaisnéis ata ar fail i dTab 3, Tab 4, Tab 5 agus Tab 6 an iarmhairt neamh-inmhianaithe
amhrasta/na hiarmhairti neamh-inmhianaithe amhrasta (frithghniomhartha diobhalacha) a tuairisciodh
i gcas ar leith; de bhri go bhféadfadh cas ar leith tagairt a dhéanamh do nios m6 na iarmhairt neamh-
inmhianaithe amhrasta amhain, NIL LEARGAS le fail i dTab 3, 4, 5 agus 6 ar an lion iomlan cdsanna ar
leith a tuairisciodh do EudraVigilance, ach don lion iarmhairti neamh-inmhianaithe gaolmhara.

Ta sampla de lion reatha na gcasanna ar leith le fail sa tabla (Tab 1) agus den tsli a léiritear an
fhaisnéis seo i dTab 3, 4, 5 agus 6
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Lion Frithghniomh Diobhalach Lion casanna ar leith & Iéiriid | Lion casanna ar leith

casanna ar Ambhrasta Tuairiscithe agus tri Ghrapai Frithghnimh a léiriu tri
leith Grupa Frithghnimh 5 5 Fhrithghniomh
> g ., (Tab 4 agus Tab 5) , : g
(Téb 1) Chomhfhreagraigh/Grupai Diobhalach Amhrasta
Frithghnimh Comhfhreagracha Tuairiscithe
(Tab 6)
Frithghniomh A -> Grlpa 1 chas do
1 chas ar Frithghnimh X 1 chas do Ghrupa Fhrithghniomh A
leith Frithghniomh B -> Grupa Frithghnimh X 1 chas do
Frithghnimh X Fhrithghniomh B
Frithghniomh A -> Grlpa 1 chas do Ghrupa 1 chas do
1 chas ar Frithghnimh X Frithghnimh X Fhrithghniomh A
leith Frithghniomh C -> Grupa 1 chas do Ghrupa 1 chas do
Frithghnimh Y Frithghnimh Y Fhrithghniomh C

Sa sampla seo, |éiritear sa tuarascail ghréasain go mbaineann dha chas ar leith leis an gcdgas né
substaint ghniomhach i dTab 1; agus Usaid & baint as aicmiu fhocléir MedDRA, ta baint ag na
frithghniomhartha diobhalacha amhrasta leis na Grapai Frithghnimh comhfhreagrach.

1 dTab 3 agus Tab 4, braitheann an lion casanna ar leith taispeadnta ar an lion Grupai Frithghnimh i
ngach cas ar leith; té an cas ar leith céanna le tabhairt faoi deara an lion céanna uaireanta is ata
Grupai Frithghnimh sainitla ann.

I dTab 6, braitheann an lion casanna ar leith taispeanta ar an lion frithghniomhartha diobhéalacha
ambhrasta i ngach cas ar leith; ta an cas ar leith céanna le tabhairt faoi deara an lion céanna uaireanta
is ata frithghniomhartha diobhalacha amhrasta sainidla.

7. Feidhmidlachtai tuarascalacha gréasain

7.1. Nascleanuint Ghinearalta

Féadfaidh Usaideoiri tairseach adrreports.eu rochtain a fhail ar shonrai ICSRanna a cuireadh faoi bhraid
EudraVigilance bunaithe ar ainm an chégais (le haghaidh tairgi atd udaraithe go larnach), né bunaithe
ar ainm na substainte gniomhai le haghaidh cégas do thairgi idaraithe go neamhlarnach). Féadfaidh
usaideoiri rochtain a fhail ar thuarascalacha tri Search page thairseach adrreports.eu trid an tairge né
an tsubstaint ghniomhach a roghnu 6n roghchlar forléargais aibitrigh.
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e -3 Gloss:
European database of suspected S Sy
adverse drug reaction reports | English (en) |~

Home About Understanding reports Search Medicine safety

Search
For centrally authorised medicines, access to reports is granted both by the name of the medicine or the name of the active substance.

For non-centrally authorised medicines, access is granted based on the name of the active substance only.

Suspected adverse drug reaction reports Suspected adverse drug reaction reports
for Products for Substances

Browse A - Z
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HALAVEN

HARVONI

HEVAXPRO

HELIXATE NEXGEN
HEMANGIOL

HEPSERA

HERCEPTIN

HETLIOZ

HEXACIMA

HEXAVAC

HEXYON

HIRDBRIZ BREEZHAILER
HIZENTRA

HUMALOG

HUMIRA

HUMIRA 40 MG/0.8 ML SOLUTION FOR TNJECTION FOR PAEDIATRIC USE
HYCAMTIN

HYOWVIA

Home | Contacts | Browser compatibility and Javascript | © 2012 - 2016

o EUROPEAN MEDICINES AGENCY EudraVigilance

SCIENCE MEDICINES HEALTH

Nuair a bhionn tairge / substaint ghniomhach roghnaithe, lainsediltear tuarascail ghréasain
chomhfhreagraigh sa bhrabhsdlai. Chun nascleanuint a dhéanamh idir taib, clicedil ar an tab is spéis
leat ag barr na fuinneoige.

Number of Individual Cases  Number of Individual Cases received over time  Number of Individual Cases by EEA countries

7.1.1. Amharc Graif/Greille

Tugann an tuarascail ghréasain deis duit athrd go tapa 6n amharc Graif go dti an t-amharc Greille
(agus ar ais) tri chlicedil ar an deilbhin.
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Mot Specified

0-1 Month

2 Months - 2 Years
311 Years

12-17 Years

18-54 Years

55-85 Years

More than 85 Years

Switch to table M

0 20 40 &0 g0 oo 120 140 160

Number of individual cases
Male

Age Group\Sex Not Specified

|Not Specified 13 8 16 37
}’0-1 Month 0 0 0 0
[2 Months - 2 Years 0 0 0 0
|3-11 Years 0 - 1 5
|12-17 Years 3 9 1 13
|18-64 Years 78 61 1 140
|65-85 Years 21 7 0 28
More than 85 Years 0 1 0 1
Total 115 90 19 224

Re%fn - Create Bookmark Link

7.1.2. Eochair eolais

Ceadaionn an t-amharc Graif an fhaisnéis abhartha a Iéirit trid an luch a ainlid os cionn an ghraif.

Not Specified
0-1 Month
2 Months - 2 Years Age Group: 18-64 Years
3-11 Years Sex: Female
12-17 Years ‘ CRESENIE
18-64 Years
65-85 Years
More than 85 Years |
0 20 40 60 80 100 120 140 160

7.2. Nascleanuint i dTab 2 - Lion casanna ar leith ar glacadh leo le
himeacht ama

Féadfar féachaint ar phointi sonrai ar leith ar an treoline ata ar fail i dTab 2 trid an luch a ainlit os
cionn na treoline ag suiomh ata ag comhfhreagairt don mhi is mian leat.
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For the interpretation of the results, please refer to the key considerations at www.adrreports.eu

Number of individual cases identified in EudraVigilance received over the last 12 months and overall for

ds

Jan 2016 Feb 2016 Mar 2016 Apr 2016

(up to May 2016)

7.3. Nascleanuint i dTab 4 - Lion casanna ar leith bunaithe ar ghrupai

frithghnimh

Ceadaionn sé seo an athrdg do shonrai an ghripa fhrithghnimh a roghnu trid an tab abhartha a Usaid.

By Age Group

By Sex By Seriousness By Reporter Group By Geographic Crigin

7.4. Nascleanuint i dTab 5 - Lion casanna ar leith do ghrupa frithghnimh

roghnaithe

Ceadaionn sé seo Grupa Frithghnimh a roghnu agus a chliceail chun féachaint ar an bhfaisnéis

chomhfhreagrach.

EudraVigilance - Bunaq
bhaineann le cogais: L
EMA/758859/2016

Reaction Groups

[ Blood and lymphatic system disorders

[ cardiac disorders

7] Congenital, familial and genetic disorders

[] Ear and labyrinth disorders

Endocrine disorders

[ Eye disorders

7] Gastrointestinal disorders

[[] General disorders and administration site conditions
] Hepatobiliary disorders

] tmmune system disorders

[ infections and infestations

[ tnjury, poisoning and procedural complications

[ investigations

[7] Metabolism and nutrition disorders

[] Musculoskeletal and connective tissue disorders
[[] Meoplasms benign, malignant and unspecified (incl cysts and polyps)
MNervous system disorders

7] Pregnancy, puerperium and perinatal conditions
[ Psychiatric disorders

[ renal and urinary disorders

7] Reproductive system and breast disorders

] Respiratory, thoracic and mediastinal diserders
] skin and subcutaneous tissue disorders

[[] social circumstances

7] Surgical and medical procedures

[ vascular disorders
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7.5. Nascleanuint i dTab 6 - Lion casanna ar leith do fhrithghnimh

diobhalach roghnaithe

Ceadaionn roghnoir idirghniomhach grupa frithghnimh agus frithghniomh diobhélach amhrasta

tuairiscithe a roghnu.

Féadfar an grupa frithghnimh agus an frithghniomh diobhdlach amhrasta tuairiscithe a roghnu 6
fhocléir MedDRA agus is cuid den aicmil céanna iad:

1. Ceadaionn sé seo Grapa Frithghnimh a roghni agus a chlicedil:

2. Nuashonraitear an liosta de fhrithghniomhartha diobhalacha amhrasta tuairiscithe a

[Reaction Groups
Blood and lymphatic system disorders

o Blood and lymphatic system disorders
Cardiac disorders
Congenital, familial and genetic disorders
Ear and labyrinth disorders
Endocrine disorders
Eye disorders %

Gastr

e

bhaineann leis an ngrdpa sin da réir sin;

3. Ceadaionn sé seo Frithghniomh Amhrasta Tuairiscithe a roghnd agus a chliceail chun féachaint ar
an bhfaisnéis chomhfhreagrach:

Reaction Groups
Eye disorders

Reported Suspected Reaction

Abnormal sensaticn in eye
Accommodation disorder
Age-related macular degeneration
Angle closure glaucoma
Binocular eye movement disorder
Blepharospasm
Blindness

Blindness transient
Blindness unilateral
Cataract

Conjunctival hyperasmia
Corneal disorder
Corneal cedema
Diabetic retinopathy
Diplopia

Cry eye

Erythema of eyelid
Excessive eyve blinking
Eye discharge

Eye disorder

Eye hasmorrhage

Eve irritation

Eye movement disorder
Eve oedema

Eye pain

Eye swelling

Evelid disorder

Eyelid function disorder
Evelid oedema

Eyelid ptosis

Gaze palsy

Glaucoma

Keratoconus

Lacrimation increased
Macular degeneration

m
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Murar féidir grapa frithghnimh no frithghniomh amhrasta tuairiscithe a fhail, ciallaionn sé nach bhfuil
aon tuarascalacha spontaineacha leis an iarmhairt neamh-inmhianaithe (frithghniomh diobhalach) don
chdgas seo no substaint ghniomhach curtha faoi bhraid EudraVigilance go dti seo, i.e. nil aon chasanna
ar leith ar fail.

7.6. Nascleanuint i dTab 7 - Liostu Line

7.6.1. An Liostu Line a Scagadh

Ta liosta de naoi gcoinnioll scagtha ar fail chun liostu line saincheaptha a chrutht de chasanna ar leith
a bhaineann leis an tdirge miochaineach né substaint ghniomhach roghnaithe. Ma roghnaitear nios moé
na coinnioll scagtha amhain, is coinnioll ‘AGUS’ a bheidh sa choinnioll loighcitil. Ma chlicedlann tu ar
choinnioll scagtha oscléfar liosta de na roghanna scagtha féideartha ar fad, ar féidir iad a roghnu trid
an ticbhosca cui.

Choose the filtering conditions to see the line listing of individual cases identified in EudraVigilance for (up to May 2016)

Seriousness --Select Value--
Geographic Origin --Select Value--
Report Type --Select Value--
Reporter Group --Select Value--

Sex --Select Value--

(K K I KB I K

Age Group --Select Value--

N

Reaction Groups --Select Value--
Reported Suspected Reactior] Blood and lymphatic system disorders

Cardiac disorders

m

* Gateway Datdq
Congenital, familial and genetic disorders

V| Ear and labyrinth disorders
i ndocrine disorders

yo disorders "Endocrme disorders rts.eu

Gastrointestinal disorders

For the interpretation of the results,

ite condition

rch...

Féadfar coinniollacha scagtha iolracha a shonru trid an amharc seo a Usaid né trid an ard-roghchlar
luacha. Féadfar rochtain a fhail air seo tri chliceail ar an réimse “Cuardach...” ag bun aon roghliosta
scagtha (féach ar a bhfuil sa bhosca dearg san fhior thuas). Ma& roghnaitear an rogha ‘Meaitseail Cais’,
cuardofar an teaghran téacs shainitil sa bhosca ‘Cuardach’.

San amharc seo solathraitear feidhmialacht fheabhsaithe scagtha do chritéir cuardaigh, lena n-airitear
an cumas cuardach a dhéanamh ar luachanna ag tosu le, ag criochnu le, né a bhfuil carachtair
shonraithe iontu, agus an cumas roghanna iolracha a roghna / a dhiroghnd. Chomh maith leis sin,
féadfaidh Usaideoiri coinnioll scagtha a iontrdil de laimh agus an t-amharc seo in Usaid acu tri chliceail
ar dheilbhin an phionsail (féach ar a bhfuil sa bhosca glas san fhior thios) agus trid an gcoinnioll a
chléscriobh sa bhosca téacs.
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select Values 28

Available |H| Selected
Ear and labyrinth disorders
Moxme Staxts Iz‘ Endocrine disorders
[¥] Makch Case
Blood and lymphatic system disorders ol
Cardiac disorders F >
Congenital, familial and genetic disorders
Eye disorders ;
‘General disorders and administration site conditions i=
Hepatobiliary disorders i
Immune system disorders Q Maye Al

Infections and infestations

Injury, poisoning and procedural complications

Investigations

Metabelism and nutrition disorders

Musculoskelstal and connective tissue disorders

I'\iesoplasms benign, malignant and unspecified {ind oysts and poly
p=

Nenn s, sustem, disocders =

3

0K Cancel

Maidir le coinniollacha scagtha uimhrilla cosuil le Data Gateway EudraVigilance, cumasaionn an t-ard-
roghchlar luacha d'Usaideoiri gach luach féideartha laistigh de na paraiméadair shonraithe a chuardach
(féach ar an bhfior thios).

Select Values ® -]
Values &
(i) Search results are not limited to values in the browse list
Betwesn
Search
M6 .1

2015 F
2014
2013
2012
2011
2010
2009

m

2002 -

ﬂ Cancel

Nuair a bhionn na scagairi inmhianaithe ar fad roghnaithe, féadfaidh Usaideoiri rochtain a fhail ar liostu
line gach cas &bhartha tri chliceail ar “Rith Tuarascail an Liostaithe Line”.

7.6.2. Feidhmiulacht Liostd Line agus Foirm ICSR

Nuair a bhionn a gcritéir scagtha roghnaithe ag an Usaideoir, solathréfar liostu line comhfhreagrai de
chasanna curtha faoi bhraid EudraVigilance. Pléitear na sonrai a sholathraitear sa liostu line seo i roinn
5.7. Taispeantar sa liostu line a sholathraitear suas le 25 tuarascdil a mheaitsealann na critéir scagtha
a roghnaigh an t-Usaideoir. Ma ta nios moé na 25 cas ann, féadfaidh Usaideoiri nascleanuint a
dhéanambh trid an tacar sonrai tri Usdid a bhaint as na cnaipi ag bun gach leathanaigh:

Displays Displays up to

the next 500 rows on
25 rows one page
Displays 3 .
the first [ & @ & $ Rows 26-50
25 rows "\
Displays
the previous 25
rows
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Chomh maith leis sin, féadfaidh Usaideoiri feidhmeanna eile a roghnu tri Usaid a bhaint as na cnaipi ata
le fail ag iochtar gach leathanaigh ar thaobh na laimhe clé:

Retumn - Refresh - Print - Export

Déanann aischuir an t-Usaideoir a nascleanuint ar ais chuig an roghchlar scagtha liostu line ar a bhfuil
mionchur sios i roinn 7.6.1.

Déanann athnuaigh leid a thabhairt don chéras na coinniollacha scagtha a bhi sainithe roimhe sin i
ndail le tacar sonrai bheo EudraVigilance a athchuir.

|| Printable PDF
Printable HTML |

Retum - Refresh - Print - Export

Déanann priontail an liostu line a chur i lathair i bhformaid inphriontailte mar PDF né mar leathanach
html, ag brath ar shainrogha an usaideora.

& or _
Excel *
Ej Powerpoint ¥
Wb Archive (.mht)

Data »

Cuireann easportail ar chumas Uséideoiri na sonrai liostl line a ioslédail i gceann de na formaidi
comhaid liostaithe sa tabla thios:

Rogha easportala Cineal comhaid

Catagoir easportala

PDF Formaid Doiciméad Iniompartha Adobe .pdf
Leabhar oibre comhoiritinach le Excel s
2003 ’
Excel . I
Leabhar oibre comhoibriunach le Excel wlox
2007+ ’
Laithreoireacht comhoiritinach le ;
PowerPoint 2003 PP
Powerpoint .. . L,
Laithreoireacht comhoiridnach le b
PowerPoint 2007+ PP
_ Combhad cartlainne gréasain MIME
Cartlann Ghréasain .mht
HTML
Combhad luacha chamogdheighilte .CSV
i Combhad luacha chamogdheighilte cov
SEOTED thab-theormharcailte ’
Formaid XML xml
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Ta ioslédalacha teoranta do 13,000 ré le haghaidh Excel 2003/2007 agus PDF/PowerPoint; agus
100,000 ré le haghaidh CSV, Tab-theormharcailte agus XML. Ta foirm ICSR ar fail le haghaidh gach
tuarascail freisin ata san aireamh laistigh den liostu line cuardaithe, nuair a chlicediltear ar an bhfoirm
ICSR sa cholun deiridh den liostu line.

|pken - ICSR

Féadfar iad seo a ioslodail mar chomhad .pdf agus ta eiliminti sonrai iontu én ICSR de réir
EudraVigilance Access Policy (rochtain phoibli). Chun teacht ar thuilleadh faisnéise faoi na heiliminti
sonrai ata san aireamh san fhoirm ICSR, féach ar roinn 5.7.

8. Liosta de na hacrainmneacha a usaideadh sa doiciméad

Acrainm Bri

Csv Combhad luacha chamadgdheighilte

LEE Limistéar Eorpach Eacnamaioch

EMA An Ghniomhaireacht Leigheasra Eorpach
AE An tAontas Eorpach

EV EudraVigilance

ICSR Tuarascail Sabhailteachta do chas ar leith
NCA Udaras Inniil Nisitinta de Bhallstat LEE
PT Téarma Roghnaithe

SOC Codras Aicme Organ

ICH An Chombhairle Idirndisiinta um Chomhchuibhiti Ceanglas Teicnitil i ndail le hEarrai

Cdgaisiochta até le hUsaid ag an Duine

PDF Formaid Doiciméad Iniompartha

XML Teanga Mharcala Inbhreisithe

MedDRA An Focléir Miochaine do Ghniomhaiochtai Rialala
MIME Iarmhireanna do Phost Idirlin

HTML Teanga Mharcala Hipirtéacs

9. Doicimeéid tacaiochta

Treoir maidir le I&€iriGi cas-tuarascalacha spontaineacha de fhrithghniomhartha diobhalacha
amhrasta a bhaineann le cdgais
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http://www.ema.europa.eu/docs/en GB/document library/Report/2011/07/WC500109582.pdf

Beartas Rochtana EudraVigilance -
http://www.ema.europa.eu/docs/en GB/document library/Other/2016/12/WC500218300.pdf

Treoirleabhar Cur Chun Feidhme ICSR AE -
http://www.ema.europa.eu/docs/en_GB/document_library/Regulatory and procedural guideline/2014

/04/WC500165979.pdf
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