Taseudemandvanans
a
1399
NsANEITIEUATETasUanuAgnIEnINTidedaquilingniiiy

levonorgestrel: 981a3MNFIUVBYAUIUIYIA

The study of ectopic pregnancy during the use of levonorgestrel

emergency contraceptive pills: data from international databases

ng
UEN. Sevun Wiguan sWd 61210002
ugn. Wann ndundn S0 61210024
uan. alygilvn  yEUn s 61210054

L%

TassnuidemandvaansatuiiludumbevasnisAnernunangas

o

UsayayrUaudin Unasfinen 2565

AMSLNFYANENT ANIINBITEYTHA



1ASIUIYNIUNFVAENS
1594
msﬁnmi'mmumfazﬁaauanmgnizijmﬂﬁi’fﬂﬂLﬁﬂquﬁ%ﬁﬂgmau

levonorgestrel: 4aya3NFIULIYAUIUIYIA

The study of ectopic pregnancy during the use of levonorgestrel

emergency contraceptive pills: data from international databases

ng
WEN. Seyun Wiguan sWd 61210002
wan. LA ndundn sWd 61210024
uan. plugalyn  yEun sWd 61210054

Tassnudenandvamansaduiiliudinmnilavaimsfnwiniunangns

L

USgueunueudin

=

Un1sAne 2565

AMSINSYAEAT AMINYIREYTNT



o o
AU

TrssAdeides msfnuinenuangiesuenuagniznineanisldendnauriiia
Ny levonorgestrel: Fayaningrudoyauiuned giteldduaiuazdarinduifiefne
anyazn1TUINe MITIENUTeyalugIuTeyaTI8UAINUADANYYBIUTHNAAY o waY
FIUTWENUNMTAANITTBILenuAgnsznInsidedinauiniingnidu levonorgestrel
desnnmeiiesuenungn Wunnzandunsaiuineiiilfunseidedin Snvseude
aufidnonduiaduniduitauiuin dwsuliostunsfassfiaelificUszasdiflitueds
wnsvanelulagdu naITeivseleviiiioldnsiadunasUsediudyaannudssween
Juwmdlumail@nwnderiieanaandefienadusitusiunislden

AMZEIY

wan.Seyvun Weuam sWa 61210002
uan. A ndundn swa 61210024
wan. gy Yaun e 61210054



Tasenuidgmanduatansdnisanen 2565

399 mMsfinwnaenuaIgvisatenungnsznitnisidendinauiniingnidu levonorgestrel:
UoYaINFIUTOYAUIUIYA

NN 1ASIUIRIM NS YAERS

[

1. wanfywun  gua S 61210002
2. uwanLuAn1  nauna s 61210024
3. udn.alugilyn Yeun e 61210054

219159703 n N lATIUINNEUAENS
ANHA.AT.0FA Fanun
) [
2197158NUIN W3
AN.0.UTTUIYY) AANNINY

[

mMsfnuiifnguszasdiiiofnwigiudeyauarmunumeaunainaneviosen
ungnIznInnsidendanuiniagnidy levonorgestrel lWSsuiisudnuagnsdnfs waz
115918914 9Y AVDIFIUT 0L AWIUIYIA TIUIW 10 g LA VigiAccess™, FAERS,
EudraVigilance, MHRA, Lareb, Sundhedsstyrelsen, MedEffect, DAEN, Medsafe a¢ Thai
Vigibase 1ng 35181 U@l BanssuuNTIgnuNalugUluusagay WU SI8UA1ETIueN
ungnszninnslisndnaudiingnidu levonorgestrel luguuuusnfsrsiuisausuu
3,559 3199 ngrudeyamgnaallifisUszasd Sisagiudoya Sundhedsstyrelsen sl
wusreulugUuuveiies uinulususuusman 1 918910 venainigudeya VigiAccess'
wagg1udeya Lareb giluannsadiuun levonorgestrel gﬂl,wusmmn/maul@ Fsgrudeya
enuvnnsailifisuszasdiazandenisldnu Titeyaaziden uaziiauoanuynldd
fign fio FAERS

91SINUSNWNAN oo e,



Senior Project Academia Year 2022
: The study of ectopic pregnancy reporting during the use of levonorgestrel

emergency contraceptive pills: data from international databases

By
1. Miss. Thanchanok Thiebkhun ID 61210002
2. Miss. Nesipa Klankla ID 61210024
3. Miss. Nattanicha Chusanuk D 61210054
Advisor

Assist.prof. Dr. Nattawut Leelakanok
Co-Advisor

Instructor Bannawich Sapapsap

Abstract

The purpose of this study was to investigate databases and collect reports of
ectopic pregnancy from the use of levonorgestrel emergency contraception pill. The
study compared the accessibility and data reporting of 10 international databases e.g.,
VigiAccess™, FAERS, EudraVigilance, MHRA, Lareb, Sundhedsstyrelsen, MedEffect,
DAEN, MedSafe and Thai Vigibase. The data were analyzed using a descriptive approach
and the results were presented as percentages. We found databases reported 3,559
cases of ectopic pregnancy from the use of levonorgestrel only emergency
contraceptive pill while Sundhedsstyrelsen reported the incidence of ectopic
pregnancy from a levonorgestrel combined pill. In addition, VigiAccess™ and Lareb do
not classify single/combined levonorgestrel emergency contraceptive pill. FAERS was
found to be the database that was convenient, provided detailed data, and was highly

representative.
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AeafuiafuidsansvissuonuegnlugudsUszimauamosu Tnonguiegadugudsign
Fiademiesuenuagn 311U 88 AU LLaxﬂdummmLﬂwgwﬁﬁﬁﬁ%ﬂmsﬁlmmamm TIUIN
176 au wul1 M3sldendaaugnidu levonorgestrel (AOR 10.15; 95% CI 2.21-46.56) 1Uu
Haduidesfiduiusiumsviesuonuagn uennilgaditadedu 9 loun ANILUTINTIUBNLAY
(pelvic inflammatory disease) (adjusted odds ratio [AOR] 13.18; 95% Cl 6.19-27.42) n13
1o depot medroxyprogesterone acetate (DMPA) (AOR 3.01; 95% Cl 1.04-8.69) hagn1s
auummmvmmm (AOR 2.68; 95% Cl 1.12-6.40)"® 91338 amndunsfnuvinuy case
control ¥84 Sahara Shurie uagauz (2018) wansisaruduiusvaanistdendaauaiiin
anidu levonorgestrel Hnatfislenanisviesuonuagnis 9.34 wi lerSeuliteuiugilaly
pg1siitiedAny [OR: 9.34 (95% Cl: 3.9-16.0)]"¢

nsdlAnwinds {Uaendsde 25 T (2008) $uUsgmusuianuiiaanidy
levonorgestrel 750 lulasniu 12 Hlusmdssinaduiusuuuoaiuumiingensss 2 dUa
5’@3{1;@’;83'1851(51&1%LLWMET@T@EJ@Wma‘ﬂamﬁL’Jmﬁm‘ﬁ’md'mLaauwé’ul,l,azlﬁ%’umﬁﬁaﬁa
amgtsuenungn™ nsdifinuiaes ftheudsts 24 U (2010) TsaUszhduduunaioss
Uiudldidn vassuuszmuidaauiiiingnidu levonorgestrel 750 lalasnsu 1ile 12
waz 28 Filumdensdmaduiuslaglitostu 91nifu 3 §Uawidaun AU FUN1sTNY
Ae1N15UINTI99929879 wariideneannieteinaenidntioy n5195Esu serum B-hCG 1o
2980 miU/mL l¢§unmsitadunnzviesusnungnuinaiothlifuine ® wagnsdfnwd
a3 fUdevdjely 37 U (2018) WULNNEAI80IN15UIATDUAUNTUDEIITULTY 18931N
danswanulieoneenlutesieseeedidudfny saiuseau serum B-hCG 4213 miu/mL
warldsunmsidaduaneiiosuenuagn Tnsrountind 4 danildusmusidaguiida
anidu levonorgestrel 1.5 fiadnsy nasdimadunuslaeluladoadu’?
nstAnymuaIzeenungnudinsidenfinnuiniaanidu levonorgestrel

VR IRGREY



INNUITBLBLNTUANEINNEAMUIT199U wanslrsiudsanudululainnisviasuen
upgnduiusiunisldendaauriiiingnidu levonorgestrel

2.5 grudeyafnniuaulasnieniuel

grudoyaduunasutoyadiuiunin madvinvounaluladaeuiiunesidis

Auansalunissiusudeyadii sadesiunuiiisefeanulasadsainnislden
(pharmacovigilance) vilvianunsafsdayauazasidyaradseisanudasadieainnisly
61 (generate pharmacovigilance signals) fiflnansynusoas1TUAULAENAgNT N3N
Toyaninulasndeainnisldengnsiusiulilugiudeyanis 9 (pharmacovigilance
databases) $1uau 11 grudeya lnaudadugiudoyassduussme 9 gu leun

1. UK, MHRA
Australia; TGA
Canada; MedEffect
Germany; BfArM
New Zealand; Medsafe
Denmark; Sundhedsstyrelsen
Japan; PMDA
USA; FDA

9. Netherlands; Lareb
wazgudayasEauniinig 2 g1u lauA

10. WHO; VigiAccess™

11. EU; ADRREPORTS (Eudravigilance)
wiazguteyaiivefLaztadnfinuand 19y TiieegiudoyavesdidinauanenIsun1TomIs
LATEIWIENTTOITNT Lagg1uTeyavedIlNIUANYNITUNITOMTHATEILIIUTEVA
uAtafiansaitsteyaruUasndofuedednls?

© N oA WL



uni 3
A5N15ALHUN5IAY

3.1 3UnUUUIRY
311 msAnu3deldsedeuideidamssaun (descriptive research) Wiiesausau
LagllAsIEvitaya
3.1.2  WnaeinsAndentaya
1) neinsAadandeyali
2)  TwueIM iU srasAlunAnga
3)  Idedinauniniagnidu levonorgestrel
8 onshifisUsvasdiinu fe Viosuanungn (ectopic pregnancy)
3.1.3  nannsAndendayasen
1) gudeyaililiawndangy
2) e wdapuindagnidugUiuy combined pills

4
3.2 LAANYDYA
Tfunasdoyanuuniegi Inen1ssiunugiudeyasienuaiulasnsies 10 §1u
asialuil

3.2.1  s1udeuavesesAnseuIdslan (WHO: VigiAccess™)

%9 Y

Wieteualaf https://www.vigiaccess.org/
322 §uvayavresd1dinuANEnIIUNITEIMITLATE LY sanTgeLIT N (FDA

Adverse Event Reporting System (FAERS) Public Dashboard)
W99 asalail https://www.fda.gov/drugs/questions-and-answers-fdas-

adverse-event-reporting-system-faers/fda-adverse-event-reporting-system-
faers-public dashboard

323 gudeyavesanamelsy (EudraVigilance)
ddsdeyaldi http://www.adrreports.eu/en/

3.2.4 gwusﬁ'aga‘uamﬁﬁnmmmammmﬁmwml,azmLm'qam’]mmﬁm
(Medicines and Healthcare Products Regulatory Agency)
dndsdeualddl https:/yvellowcard.mhra.gov.uk/iDAP/

325  §1udayavesd N IuAMENTIUNITO M THAL Y IWIAUTENALLLTD S LALA
(Lareb Netherlands Pharmacovigilance Center)
ddsdeualdd https//www.lareb.nl/en/databank

3.2.6 gwu%’agamaﬁwﬁ’ﬂmuﬂmsﬂiﬁumimm3LLasz'1Lvawisz1mum%ﬂ

(Danish Medicines Agency’s pharmacovigilance database)



dhistayalei https://laegemiddelstyrelsen.dk/en/side-effects/side-effects-
of-medi-cines/interactive-adverse-drug-reaction-overviews/
3.2.7 gfluﬁﬂ’ayjaﬁumﬁ"]ﬂ’ﬂmuﬂmsﬂimmimmmagmLm'wizmmmmm
(Canada Vigilance Adverse Reaction Online Database)
dhdedaualdd https:/cvp-pev.he-sc.gc.ca/argqrei/index-eng jsp
3.2.8  §1Uvayarsd1NIIUANENIIUAITEIMTHAL WU TEINABRAINT LAY
(Australian Database of Adverse Event Notifications: DAEN)
dhdsdoualdd https://apps.tea.cov.au/PROD/DAEN/daen-entry.aspx
329  gudeyavesdiinnuamznIINNTIMISharewisUsEmaAlnguaud (The
Centre for Adverse Reactions Monitoring: CARM)
ddsdeyalsi https://www.medsafe.govt.nz/Medicines/infoSearch.asp
3.2.10 grudeyasenumnnisaildieUseasdannslindndusiaunimvesuseme
e (Thai Vigibase)
dndsdeyaldi https://hpvcth.fda.moph.go.th/category/ae-reporting/

3.3ngu29819/fuUsnldAne
VAR IA5A 1 A51891Un15BuenuAg nsenI19n1sidendanuindagnidy

levonorgestrel

3.4 \p3a9daN U lun1sAne

(Y]

Tdszuufnmuuagiidise Tso1nsluieussaenainnslaen (spontaneous report)

NgIuTeNaTIBUANUARAAEYIY 10 F1U

ad < ¥
3.5 INI1INUVBYA

4 1 v @ 2 v o gj

351  wWigndhivledvesseuugiudeyasisnuanudasndens 10 §1u

352 AumsenueINshifieUseaidaingt levonorgestrel sURUUTUUTENNY

3.5.3  AUMIIEUDINTIINIUTEENA ectopic pregnancy

354 fndendayaddwininadinisfiniinAnesn

355  Wiguilgudnuagnsinie auniNsgulazaiiteyang uteyans 10
51U

3.6 NM3ATIidaya

361  nsnzideyasenueimslifislszasiannisldendenuitiingniu
levonorgestrel

1) ATIATIZRERATINTIUUT (descriptive statistic) laeldaaia

Ao ANSeYaY (percentage) WAAINATIBUBINTTIUNIUTLEA

ectopic pregnancy 81113 liffsUszasATaun wazenislfis



Uszasnlun aq' 4 Pregnancy, puerperium and perinatal
conditions 3 nnsldefinauiingnidu levonorgestrel lny
Andudosay Lazs1891UAIAIINYNTBINITLARDINITIU R
Uszasd ectopic pregnancy a1nnsldelinauniidagnidu
levonorgestrel
Wiguifigusgazdenni1sseudeyareiudargiuteyalaey
wananaluzULUUANT1e Usznoudaesiate dsil levonorgestrel
Tusuuuueiien auszasdvesnsldondanuiniagniduiile
Fugauiuingniausiniu Snaummnisollifissvasdiamun
WAZIIUIUNNTTIDILDNUAGN

362  msiFguiigudnwaenisiiifwaznissignudeyalunsazgiudeya

IATIEvTeyalNT I (descriptive analysis)

3.7 msuauedaya

1)

WIgueugURuUn13sI8uteyavetuiargiuteyalag
wanamaluzULUUIe Usznausaesadadad msdumdeya
pudendnfas msfumdeyanueinishifislszasd n1snses
UayanuinAvedy L n1snTesteyaniueneveslde 5189
fnavormslifieUszasdsn uansdoyaliisneau uansisnig
U318 WA S1eudeya wanswaluguiuunsin waglv
ToLATIUALIBEATBILARLTIENY

WU U0y akarNaIIUWUUNTIUUITLAIINAITTIVUTINTBYATIBUDINTT blie

UszasAns 10 §u



3.8 5382aM I UN1538

A1519% 1 STeenaINElunIsIve

AaNssu

n.A

d.a

Ny | A.A

Nn.8

5.A

aé.a

A | 4.a

b8

W.A. 2565

W.A. 2566

1. JUNIPUNTS

1.1
JEAUANDITEUSDINADN
13 Ainw

1.2 NMUMIUITIUNTTIUN
LNEIVDY

1.3 sausiuteya

1.4 9BNLUVITIVY

1.5 9991lAS9919798

1.6 VOATYEITU

2. ﬁ'u,ﬁun'mﬁus'ms'm%'aua

2.1
TN UTRLATIRBY
duy

2.2
duAudayaInng vy
110 g

2.3
WTNTeyalannns
duAu

3. A529dUITAATIL

3.1
ATIFBUNTIANAUVBY
Uoya

3.2
ATIVEOUAINATUNIUYD

3 Uaya
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4. FIYULASINYLNINAIIUY

4.1 IAYVIN5189U

4.2 YLEUBHNAIU

3.9 quUszununnlglunisiae
A157199 2 suUsEanauilalunsIse

Ussnnauuszann 71U (UN)
UANIUNTT : ANTER 1500
suadunig : Anleaey 1500

394 3000
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uni 4
NANISANEI

ATelidunsfnundanssaun (descriptive research) tnedinguszasdiiie
FIUTWENUNMSAAnseuenungnIznitanisldendenuinidaandu levonorgestrel
Anwgudeys sududIsufigudnevarnsiditawaznsmenuleyaluusazgiudeaya 0
NISNUNIUITIUNTTU 11U Fouretier A. uazanly (2016)" Yoyaruasndeainnig
Ide1gnsrusinlilugiudoyasing 9 (pharmacovigilance databases) 3113w 11 §1udeys
Tnennizgidoidonldteyaiamsgniiindslilagliidealdine uazannsaieyaunldse
Taguau 9 g1u laun

Futeyavesssaniseundelan (WHO: VigiAccess™)
F1UTLATRIFIINUAMENTIUNTOIMNTHALELMENTFOWISNN (FDA Adverse
Event Reporting System (FAERS) Public Dashboard)
Fudeyavesavamelsy (EudraVigilance)

4. §UTeYavesdNUAMENITUNNTRIMNTUALEIUANTIYIAUANT (Medicines

and Healthcare Products Regulatory Agency)

5. P udeuarasdtinuANENIINNTRIMNSLALE WU SEWALLEOSWAUA (Lareb

Netherlands Pharmacovigilance Center)
6. UTeLATDIEINNUANENTINNITOIMNTUALEWIIUTEMALAUASN (Danish
Medicines Agency's pharmacovigilance database)
7. uleyavesdiniuANENITUNITEIMNSUAT YU TEIALALIAT (Canada
Vigilance Adverse Reaction Online Database)
8. P uleyAvedINNUANENTINNITOIMNTHALEUINUSEIMARRAATIAY
(Australian Database of Adverse Event Notifications: DAEN)
9. udeyarasdinuANENTINNITEIMNSWALEUIUSEIMATIITLAUA (The
Centre for Adverse Reactions Monitoring: CARM)
Fennzfidoladagiudeyaanivusiuazgunsalnisunngursansius$gioosui
(Bundesinstitut fur Arzneimittel und Medizinprodukte: BfArM) LLaziﬁuSﬁ'@ga%ﬂﬁﬂﬁﬂmu
ﬂmgﬂiillﬂ’liaﬂ‘l/ﬂﬂl,azﬁﬂLL‘I/i'ﬂUizLVlﬁﬁlj‘llu (Japanese Adverse Drug Event Report
database: JADER) 80n Lilpsandedriasualidng funwinazmadidsteya
uenanianeiiduldsunudeyannguteyasenumanisallifisssasdan
nsldiudnstnstaunmuesUszmelng (Thai Vigibase) saudiuaugudeyariomay 10 giu
wialu grudeyasenueinishiisUssasddnuan 7 51 wasgiuteyasenumsnisally
MeUsraaniIuIn 3 31U AnsITowansTvavdenvaLfargIuteya WU N15UNDe Yad


https://link.springer.com/article/10.1007/s40290-016-0146-6#auth-Alice-Fouretier
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Tod1n warn13TemnnIsal/o1nslifisuseasdvadlugiuuuniag FauanINaTIEY
91n1slifieUsyash ectopic pregnancy lnedallussgay suiudiuiusienueinslais
Uszasavanunainendanuiiinandu levonorgestrel aanslaifisuszasdvianun uag
mmﬂﬂﬁﬂmzmﬂﬂlumjm Pregnancy, puerperium and perinatal conditions 910151481
Waauanidagnidu levonorgestrel mmiizjﬁwssmﬁﬁgwmmﬂLﬁmuﬁuﬁmmau
levonorgestrel LLa g Pregnancy, puerperium and perinatal conditions NaN1337USIU
giudioya 10 gru dwiolud
1. grudeyavasasAniseusielan (WHO: VigiAccess™)

Elédfl: https://www.vigiaccess.org

fdenildnsama: -

n1331891uKE: g1udeyavetesdniseuialanidugiudeyasiesiueinisliiic

Uszand uansdruussnuiiialuudazeints fnsmiuansdeyalunmsin udlsd
SUaLBUAVBITIBNY

isna1u: 6. 1992-2023

N318971UUD3a: healthcare professional (member of WHO Programme for
International Drug Monitoring: PIDM)

foit: iirdsie Taude asnsafumdeyandendn fasmild

1a311i0: Toyaliazidun nsmlwansualunmsi ldaunsnidunanuaninsies
Toaya Wy 81y e U e \i1999n Uppsala Monitoring Centre GRURHERRHRRIY
o1mslifisUszasdannmslden idsgrudoya VigiBase vasnadniseusiolan da
Toyardednuanandealddne @i Vigihccess anansatniislalagliiideenldang
wanadeayang199nin

B/msihiadeya

1.1 g ulus

VigiACCeSS Organizati Frequently Asked Questions

About VigiAccess

VigiAccess was launched by the World Health Organization (WHO) in 2015 to provide public access to information in VigiBase, the WHO global database of
reported potential side effects of medicinal products. Side effects — known technically as adverse drug reactions (ADRs) and adverse events following immunization
(AEFIs) — are reported by national pharmacovigilance centres or national drug regulatory authorities that are members of the WHO Programme for International
Drug Monitoring (PIDM). WHO PIDM was created in 1968 to ensure the safe and effective use of medicinal products. Read more about the background and
purpose of the WHO PIDM here.

Data privacy

Due to strict data protection laws and agreements between WHO PIDM members and the WHO, individual case safety reports cannot be viewed in VigiAccess. For
those same reasons, VigiAccess groups the search results both by active ingredient and geographically by continental region, so you will not be able to retrieve
data for specific brand names nor for individual WHO PIDM members. For more detailed questions about the data, please contact your national regulatory
authority.

Special note regarding COVID-19 vaccine data

To see VigiBase data on COVID-19 vaccines, search for “covid-19 vaccine”. Please note that VigiAccess, as a result of the terminology used to structure the
information, will group the data for vaccines by disease (for example, “Measles vaccine”, “Mumps vaccine”). This means that even searches for exact tradenames,
such as “Comirnaty” or “Covishield”, will result in the total number of cases reported for all COVID-19 vaccines. It is not possible in VigiAccess to separate the
numbers for specific vaccines.

‘HI ada Y = v 6 L
AN 1 ’Jﬁn’13mmgwu%ga%qaaﬂmsamm‘[aﬂ (1)
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1.2 nadudunlas1ulazidnla statement AUUL WAIAAN search database

To access the search function, you must confirm that you have read and understood the above statements.

| | confirm that | have read and understood the above statements Search database

A 2 FBmsiinfegiudeyaresesdniseundielan (2)

1.3 MUWeINABINITAUNT Feaa3aAUMIToLanuTeNand aallauA LT 1891UNS
W94 active ingredient lulduAnanfagiAURIINTY

725} World Health
¥ Organization

Frequently Asked Questions

VigiAccess

Note: Result is presented for the active ingredient, often including more than one brand name

levonorgestrel l

A 3 FBmsiinfegiudeyavetesdniseundislan (3)

FYNUNA

lodum levonorgestrel azuane reported potential side effects lagny
ectopic pregnancy Tusave Pregnancy, puerperium and perinatal conditions i
FIUTOYAILHANINAVDIDINTT b WaUseasAlunImsIn wusdu geographical
distribution, patient sex distribution, age group distribution e ADR reports per
year Tuguuuums1s a1 3uil 29 Un3IAN W.A. 2566 WUTBILIMTlifiaUTTasH s
A3 3

M19199 3 S1BNURAFIUTBYA VigiAccess

S189UNA U (518971) Ectopic pregnancy
(%)
sreaueslaifieUsyasAviane 251,532 0.70
3710 levonorgestrel*
o115l FaUszasA amunann 465,509 0.38
levonorgestre**
Pregnancy, puerperium and 20369 8.66

perinatal conditions***

Ectopic pregnancy 1764
Sununenuimeiifnsnudeyadundsiudeys Tnsusarnonuiimuoimslifsszasdinnn 1 ens
“*53091U3U0 1N U TEaIANNN T8I

xnaunnisallaifieUszasd Ingldswaninsgiu Medical Dictionary for Regulatory Activities Terminology
(MedDRA) System Organ Classes (SOCs)
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Levonorgestrel is an active ingredient
There are 251532 reports with this active ingredient

Reported potential side effects

> Blood and lymphatic system disorders (0%, 919 ADRs)
> Cardiac disorders (0%, 2234 ADRs)
> Congenital, familial and genetic disorders (0%, 262 ADRs)
v Pregnancy, puerperium and perinatal conditions (4%, 20369 ADRs)
Pregnancy with contraceptive device (8980)
Ectopic pregnancy with contraceptive device (3450)
Unintended pregnancy (2314)
Pregnancy after post coital contraception (2074)
Abortion spontaneous (1875)
Ectopic pregnancy (1764)
Haemorrhage in pregnancy (965)

Al 4 Reported potential side effects

Age group distribution ADR reports per year

1 Chart BB 1able L Chart 8 iable

[
o

~
=

T b
2 g
v

-i-...I‘|II|‘||'|l“‘-

Urlknos _
2002

0 40000 80000 120000 160000

Geographical distribution Patient sex distribution

L4 Chart BB Table » Chart BB Table

Afn’c.rl

Oceanial
0

50000 100000 150000 200000

A 5 geographical distribution, patient sex distribution, age group
distribution &g ADR reports per year IugﬂLLUULLNuQﬁ
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2. 3udayavesdinaUAMENIINAITINITUALEWYINENSTRLIT A1 (FDA
Adverse Event Reporting System (FAERS) Public Dashboard)

hslei: www.fda.gov/drugs/questions-and-answers-fdas-adverse-event-
reporting-system-faers/fda-adverse-event-reporting-system-faers-public-
dashboard

dudenildnsosma: o113/ IT1891U 018 1w 5189710 TeansTryvosen uay

winnsadlsifiaseasd

A99189UKA: §IUTBYATBIETINUANENTIUNITEIMSHATEUIAnSTowEN U
Fudeyasienumanisalldielszasd lngsienudiuiumanisallidiaussased
Suunmutensi INenu eng e §518a1u Jeansiyveden uarilsvaziden
FIPU

Wiisr8e1u: a6, 2001-2022

N31891UU8La: healthcare professional, consumer, non-specified

Poi: 1Hee 19Uy @snsaniesvazideaseanuls

Jagain: Vulenuszaanatn

PP MANIRHG:

2.1 Wingwiiiuled

IpZY U.S. FOOD & DRUG

rveillance: Post Drug-Approval Activities / Questions and Answers on FDA's Adverse Event Reporting System (FAERS)

& ormation
RS) Public D oard

FDA Adverse Event Reporting System (FAERS)
Public Dashboard

£ Share in Unkedin = % Email | & Print

The FAERS Public Dashboard is a highly interactive web-based tool that will allow for the

Questions and Answers on
querying of FAERS data in a user friendly fashion. The intention of this tool is to expand

FDA's Adverse Event
Reporting System (FAERS) access of FAERS data to the general public to search for information related to human

adverse events reported to the FDA by the pharmaceutical industry, healthcare providers Regulated Product(s)
and consumers. Drugs

Content current as of:
10/22/2021

A 6 TN IUTRYATRE TN UANENTINNITOIMN TUAZ WY
ansgalsni (1)
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2.2 \@®n FAERS Public Dashboard

Latest Quarterly Data Files In response to the COVID-19 pandemic, FDA launched the FAERS Public Dashboard for
COVID-19 emergency use authorization (EUA) products. The COVID-19 EUA FAERS
FDA Adverse Event Public Dashboard provides weekly updates of adverse event reports submitted to FAERS

Reporting System (FAERS)

for drugs and therapeutic biological products used under EUA in COVID-19. After
Public Dashboard

launching the FAERS Public Dashboard, click on the COVID-19 EUA link on the home
FDA Adverse Event page to open the COVID-19 EUA FAERS Public Dashboard.

Reporting System (FAERS)
Electronic Submissions

Launch the FDA Adverse Event Reporting System (FAERS) Public
Dashboard

FAERS Public Dashboard

While the FAERS dashboard offers stakeholders many more ways of searching for and
organizing data on adverse events reported to the FDA for many drug and biologic
products, there remain limitations to the data. For example, while FAERS contains reports
on a particular drug or biologic, this does not mean that the drug or biologic caused the
adverse event. Importantly, the FAERS data by themselves are not an indicator of the
safety profile of the drug or biologic. Some additional limitations to note include:

a. Duplicate and incomplete reports are in the system: There are many
instances of duplicative reports and some reports do not contain all the necessary
information.

AN 7 BIUTgIUTLAYRETNNUANENTTINTEMTLATE WA
anigelisni (2)

2.3 npduduilaeunazitnlatouly uaman accept

Importantly, safety reports submitted to FDA do not necessarily reflect a conclusion by FDA that the information in the reports constitutes an
admission that the drug caused or contributed to an adverse event. Individual FAERS reports for a given product can be requested by
submitting a Freedom of Information Act (FOIA) request at:
https:/iwww.fda.gov/regulatoryinformation/foi/howtomakeafoiarequest/default.htm

| have read and understand the disclaimer.

DoNetAcep

AW 8 FN15NTgIUYRLAYRIAITNNUANENTINNITO M TATE U
ansgewsni (3)

2.4 @90 search by product AU generic name #® levonorgestrel

K] No selections applied
FDAAdverse Events Reporting System (FAERS) Public Dashboard U.S. FOOD & DRUG
Home Q Search Disclaimer Reporta Problem FAQ Site Feedback

@ Search by Product (U Search by Reaction Term (Up to 5 products can be selected)

Q

AN 9 FN15NNgIUYRLAYRIATNNUANENTINNITO M AT U
aAnsgeLusn (4)
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2.5 1danfnged case by product name anduLABnAUMIRNIETONTAUBI IR
AuLEngnLAY levonorgestrel

o 5 SearchTerm. @ Producthame g
FDA Adverse Events Reporting System (FAERS) Public Dashboard U.S. FOOD & DRUG
Home Demographics  ReactionGroup  Reaction  Listing of Cases Sea Product Qﬂ
LEVONORGESTREL (G) cancel
Cases by Product Name v
Case Count by Product Name e
a N ) - o

39,474 100.0 Number of Cases

AN 10 F5n151Ae3 UTRLAYRIE TN UANENTTINITOIMNTHAZ Y 1IAS
anigeisni (5)

2.6 159N reaction AU ectopic pregnancy

=) {g SearchTerm © ProductName @ ReactionTerm @

FDA Adverse Events Reporting System (FAERS) Public Dashboard Y5, Foop & bRua
Home Demographics  ReactionGroup  Reaction Listing of Cases = m - % I
LEVONORGESTREL (G) cancel

Cases by Reaction

Case Count by Reaction Case Count by Reaction

Catego umber of Cases Percentz
) “ ) _

A 11 BMSNAEIUTLAYed TN UAMENTTUNITO M THATE LA
An3geLuIn (6)

pRISNMNIIAl

dlodumene ceneric name e levonorgestrel uddandanisdvesendia
ANAILEARNLAY lawn Plan B® One-Step®, Take Action®, Aftera®, Plan B®, My
Way®, Next Choice®, Next Choice One Dose®, Econtra Ez®, Econtra One-Step®,
Fallback Solo®, My Way®, New Day®, Opcicon One—Step®, My Choice™ Option
2% Lay React® mmfuﬁ’um reaction term A ® ectopic pregnancy 3gLhaNING
Fruumnnsailifiaszasd ectopic pregnancy Tasduunauma 91g Yiseanu
Fon13An Foasiqueten wazdionu a Tuil 8 IHeunuAIWUS WA, 2566 WU
189U hifisUsyad famnad a4
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A1599 4 ﬁemumagmsﬁam“a FAERS

FIYUNA U (518971) Ectopic pregnancy (%)

Feumgnsalliilsvasd 39,474 0.21
MUUAIN levonorgestrel*

Pregnancy, puerperium and 2,233 3.76

perinatal condition**

Ectopic pregnancy 84

*Sruuneruimuaifenudeyadundigutoya lasudazssnuinnumgnisallifisUssasduinnd 1
wRn1Tad

“*nguman1sallunuseasd lagldsiauinsgiu Medical Dictionary for Regulatory Activities Terminology
(MedDRA) System Organ Classes (SOCs)

kS| (g ferhlem, © fojudtame g ReactionTm
FDA Adverse Events Reporting System (FAERS) Public Dashboard U.S. FOOD & DRUG
Home  Demographics  ReactionGroup  Reaction Listing of Cases Q Search by Product x I
LEVONORGESTREL (G) cancel
Cases by Reaction v
Case Count by Reaction Case Count by Reaction
Category N Q Number of Cases Percentz
Ectopic Pregnancy 84 1008
Totals 84 100.0

Ectopic Pregnancy

AMN# 12 case count by reaction

:’;: 7 _0 Sea:d-urm [x] Pmdg;_t_uame [x] Bexfd?ﬂ;l!’m [<]
FDA Adverse Events Reporting System (FAERS) Public Dashboard ﬁ U5 Fo0p & bRuG
Home  Demographics  ReactionGroup  Reaction  Listing of Cases = Q Search by Product — x I
LEVONORGESTREL (G) cancel o0
Cases by Product Name v
Case Count by Received Year Case Count by Received Year

Totals 84 100.0 Number of Cazes

AN 13 case count by received year
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:E £'°‘ 5!3!’(,‘\.':'!'.'“ [~ pl’\)dl)ﬂ Name [x) ﬁ!iﬂll’l‘"@"ﬂ <]
FDA Adverse Events Reporting System (FAERS) Public Dashboard oA Rk

Demographics Q Search by Product x l

LEVONORGESTREL (G) Cance

Cazes by Product Name v

Case Count by Product Name Case Count by Product Name

. penooreses ) [ -
ciee (7) [

Q Number of

Plan & Cne-Step (7)

NextChoke (2) 5 2t
Take Action (P) n a7 &l B
Naxt 2 One Dose (P) 2 23 Next Choice O ,cmgnv.;
My Wey () 1 11

MyWay () ] £

Totals 81 1000
] 10 2 ) ') 58

AT 14 case count by product name

Search Term @ Producthame @ ReadionTem o

& 19 Luczropuinlic 33 of 13553 Cetog < Mraga:

U.S. FOOD & DRUG

SMINISTRATION

FDA Adverse Events Reporting System (FAERS) Public Dashboard
Home ! Q Scarch by Froduct x l

LEVONORGESTREL (G) cance

(Cazez by Age Group oo

Case Count by Age Group Case Count by Age Group
. Q Number of Casess Perets
1 j5 3
L8 2,
Totals s
L] e 28 L <8 se [ 7
Manbr of Cases
a
NINN 15 case count by age group
= s Sarhlem | Produthame g ResctonTen g
FDA Adverse Events Reporting System (FAERS) Public Dashboard g U.S. FOOD & DRUG
Q Sesrch by Product - x I
LEVONORGESTREL (G) Caneet
Cases by Reporter Type v

Case Count by Reporter Case Count by Reporter

N Q Number of Cases dercent:

Totals 84 100.0

Number of Cazes

=b.

AINN 16 case count by reporter
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3. gudeyavasannwglsu (EudraVvigilance)
asléd: https://www.adrreports.eu/en/

BALa N LY NIDINA: Seriousness, geographic origin, reporter group, sex, age

group, reaction groups, reported suspected reaction la¢ gateway date
n139181uKE: §rudeyavesanninglsy iWugiudeyasesueinisluiieuszasd
euNatuURuULRU ke elaeiIteseu aun i, 81y, geographic
origin ka¥ reporter group @1X1I0LEONATIBIIUDINATLUNIUTLAIAAIUTEUUFNN 9
¥89319M18 958 013 laiflaUsvasdAnTuly uasiiuansanisseauuuasSon
Tumve line listing

Vil a6, 2003-2022

H31891U98318: healthcare professional, non-healthcare professional,

not specified

Yo Tfude i search criteria Widenuanewuu uanstoyaaziden

Uaiiin: llausadenisuTmise)

RNV RANIES

3.1 \gmiviuled den Search

Contacts | FAQ | Glossary

EudraVigilance - European database

of suspected adverse drug reaction reports

Home About Understanding reports Search Medicine safety Switch to Veterinary
Online access to suspected side-effect reports

On this website you can view data on suspected

side-effects, also known as suspected adverse drug

reactions, for authorised medicines in the European %,y Search for a report
Economic Area (EEA).

Search here for suspected

r I in :
For centrally authorised medicines, access to adverse drug reaction reports

reports is granted both by the name of the

4 medicine or the name of the active substance. For
non-centrally authorised medicines, access is COVID-19 vaccines
granted based on the name of the active substance important messages
only.

| To consult the reports for COVID-19 vaccines, follow this link, then click on the letter ‘C' and scroll down until "COVID-19", ‘

Key information PY

A The information on this website relates to suspected side effects , i.e. medical events that
have been observed following the use of a medicine, but which are not necessarily related to

U How to report a side-effect

or caused by the medicine.

A Information on suspected side effects should not be interpreted as meaning that the
medicine or the active substance causes the observed effect or is unsafe to use. Only a
detailed evaluation and scientific assessment of all available data allows for robust conclusions
to be drawn on the benefits and risks of a medicine.

A4 The European Medicines Agency publishes these data so that its stakeholders, including the
general public, can access information that European regulatory authorities use to review the
safety of a medicine or active substance. Transparency is a key guiding principle of the

A 17 F8nsiinfsgudeyavesanaimneglsy (1)
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3.2 nm Accept

Contacts | FAQ | Glossary

EudraVigilance - European database

of suspected adverse drug reaction reports

Home About Understanding reports Search Medicine safety Switch to Veterinary

Disclaimer

Each tme you search for a web report you will be shown a disclaimer. To view individual reports you must confirm that you have read and understood
the disclaimer.

The disclaimer contains the following information:

* The information on this website does not reflect any confil ion of a ial link the icine and the observed
effect(s).

The information on this website concerns suspected associations that reflect the reporter's observations and opinions. A scientific
of a cause-and-effect rel hip between a medicine and an effect is part of the continuous monitoring of the benefits and risks of
a medicine; the assessment takes into account many other factors, such as the medical condition and the medical history of the patient.

The information may include known side effects already listed in the summary of product charactenstics (SmPC) and the package leaflet.

The number of suspected side effects in EudraVigilance should not serve as 2 basis for determining the likelihood of a side effect
occurring. This is because the numbers need to be put into context with other factors, such as how many people take the medicine and how
long the mediane has been on the market.

Each individual case in EudraVigilance refers generally to a single patient; however, more than one side effect may have been reported in a
report. Therefore, the number of side effects will not always be the same as the number of individual cases.

The side-effect reports in EudraVigilance do not represent all available information concerning the benefits and risks of a medicine and should
not be used in isolation to make decisions regarding a patient's treatment regimen; other sources of information, including the
product/prescribing information, should be consulted first.

Patients and consumers should not stop or change prescribed medication without prior consultation with a healthcare
professional.

Accept | [ Cancel |

A 18 Fnsindeguteyavesanninglsy (2)

3.3 1800 Suspected adverse drug reaction reports for Substances [OAURIAY
gvaula

Contacts | FAQ | Glossary

EudraVigilance - European database

of suspected adverse drug reaction reports

Home About Understanding reports Search Medicine safety Switch to Veterinary

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

Browse A - Z PY

AnB R ChuD s Fa P G His TaT s 1S B M e N e O e P e O e R S e L U Y W e X Ve Za 00

L-ARGININE, L-LYSINE
LABETALOL*

LACIDIPINE*

LACOSAMIDE

LACTIC ACID*

LACTIC ACID BACTERIA: LACTOBACILLUS RHAMNOSUS + LACTOBACILLUS HELVETICUS*
LACTIC ACID, SALICYLIC ACID*

LACTIC ACID, SODIUM LACTATE*

LACTIC ACID, UREA*

LACTITOL*

LACTOBACILLALES*

LACTOBACILLUS ACIDOPHILUS*

LACTOBACILLUS ACIDOPHILUS, BIFIDOBACTERIUM*

LACTOBACILLUS CASEI*

LACTOBACILLUS GASSERI, BIFIDOBACTERIUM LONGUM*

LACTOBACILLUS GASSERI, LACTOBACILLUS RHAMNOSUS*

LACTOBACILLUS HELVETICUS DSM 4183 AQUEOUS SUBSTRATE OF METABOLIC PRODUCTS*
LACTOBACILLUS LB*

LACTOBACILLUS PLANTARUM P 17630%

LACTOBACILLUS RHAMNOSUS*

LACTOBACILLUS RHAMNOSUS, STREPTOCOCCUS SALIVARIUS SUBSP. THERMOPHILUS AND LACTOBACILLUS DELBRUECKII SUBSP. BULGARICUS*

L ACTOGEX

A 19 F5nsiinfsgiudeyavesanamelsy (3)



22

3.4 o1 MN8N UNALLAAINABINThINIUTEAIARINYT levonorgestrel
MnUANgNTIENULINT Mndeen1sAUMmoINsliiiaUseasd ectopic pregnancy i

W@anIve individual cases for a selected reaction

Number of Individual Cases ' Number of Individual Cases received over time ' Number of Individual Cases by EEA countries  Number of Individual Cases By Reaction Groups  Number of Individual Cases for a selected Reaction Group

The number of individual cases identified in EudraVigilance for LEVONORGESTREL is 99,914 (up to 07/01/2023)

Number of individual cases by Age Group

Age Group Cases % ot specifc | .50
Not Specified 30,504 30.5% 0-1 Month| 120
0-1 Month 120 0.1%
2 Months - 2 Years| 38
2 Months - 2 Years 38 0.0%
3-11 Years 10 0.0% 311 vears| 10
12-17 Years 1,154 1.2% 12-17 vears J§ 1,154
65-85 Years 57 0.1%
65-85 Years 57
More than 85 Years 4 0.0%
Total 90,014 100.0% More than 85 Years 4
0K 10K 20K 30K 40K 50K 60K 70K 80K
Number of individual cases
Number of individual cases by Sex
Female 99,348 99.4%
Mal 59 0.3%
= ? Male| 259
Not Specified 307 0.3%
Total 99,914 100.0%

Not| -
Specified | 307

oK 20K 40K 60K 80K 100K 120K
Number of individual cases

Number of individual cases by Geographic Origin (EEA/Non-EEA)

European
L(onq\m\c 38,238
‘Area

‘Occurrence Country EEA/Non Cases %
EEA
0PSB ECOOMICASS 38,235 38.3% ey}

AW 20 FBnsidndeguteyavesanninglsy (4)

3.5 ALY ectopic pregnancy Tuteq reported suspected reaction

toumber of e Number of Indvidusl Cases by EEA counties  Mumber of Indidunl Cases By Reaction Growgs  Number of Indiidul Cases for # seected Raaction Group  umber of Individual Cases for o selected Reaction

Number of individual cases by Age Group & Sex, Reporter Group and Outcome

7 e 1,200
Number of individual cases

Number of individual cases

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

A 21 FBnsindeguteyavesanninglsy (5)
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3.6 @UNTNAUNTIENUDINITIITNUTTAIALUVazIBEalaluAITD line listing

 EEA ountnes  Number of Indaual Cases By Reacton Groups  Imber of Indivisal Cases for 3 selected Reacon Group.  Numbesr of Indnidhual Cases for a selected Reacton  Line Listing

see the line listing of Individual cases identified In EudraVigiiance for LEVONORGESTREL (up to 07/01/2023)

For the Interpretation of the results, please refer to the key considerations at www.adr

A 22 TBnsiiagudeyavesanninglsy (6)

I8UNA

Wi oA umnn levonorgestrel WU ectopic pregnancyiuuu’ssuya Pregnancy,
puerperium and perinatal conditions gm%mﬂa%u,amwasuaammﬂaiﬁwizmﬁ
Tunmsin Ineuuadu age group & sex, reporter group wag outcome Tugunuy
chart/tabte d701309 3188 zidonlunaazseulan1niite line hstlng report t
Fufl 7 Wounns1an WA, 2566 WUTIBNUINITHIRIUTTAN Fann51edi 5

M13199 5 5189UHAgIUTRYA EudraVigilance

FIUIUNE 91U (518970) Ectopic pregnancy
(%)

31891UNT LU N sUTE AR
y 99,914 1.65
YNUUAAN levonorgestrel*
Pregnancy, puerperium and

snaney P . .p 21,220 7.75
perinatal conditions**
Ectopic pregnancy 1644

*mmu'ﬁwsamm‘wmwmwmumauaanmmmwaua IﬂﬂLL(ﬂauﬁ']FN’]‘L!JJHW'UE’Nﬂ?ﬂﬁJWQ‘Uiuﬁﬂmﬂﬂﬂ'ﬂ 1 81019
**ﬂqumﬁlm’iiﬂmW\iinam Imahwammgm Medical Dictionary for Regulatory Activities Terminology
(MedDRA) System Organ Classes (SOCs)
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Number of Individual Cases Number of Individual Cases received over time

Number of Individual Cases by EEA countries

Number of Individual Cases By Reaction Groups | Number of Individual Cases for a selected Reaction Group

Reaction Groups & Reported Suspected Reaction

Reaction Groups
Pregnancy, puerperium and perinatal conditions |

Reported Suspected Reaction

Abnormal labour affecting foetus -
Abnormal product of conception
Abortion

Abortion complete

Abortion early

Abortion incomplete

Abortion late

Abortion missed

Abortion of ectopic pregnancy
Abortion spontaneous

Abortion spontaneous complete
Abortion spontaneous incomplete
Abortion threatened

Afterbirth pain

Amniorrhexis

Amniorrhoea

Amniotic cavity disorder
Anembryonic gestation

Arrested labour

Biochemical pregnancy

Breech delivery

Breech presentation
Cephalo-pelvic disproportion
Cervical incompetence

Cervix dystocia

Chronic villitis of unknown etiology
Complication of delivery
Complication of pregnancy
Delayed delivery

Age Group & Sex

Reporter Group

iEctopic pregnancy.

Ectopic pregnancy under hormonal contraception
Ectopic pregnancy with contraceptive device
First trimester pregnancy

Foetal acidosis

Foetal cardiac disorder

Foetal damage

Foetal death

Foetal disorder

Foetal distress syndrome

Foetal growth abnormality

Foetal growth restriction

Foetal hypokinesia

Foetal macrosomia

Foetal malposition e

Outcome

Number of individual cases by Age Group & Sex, Reporter Group and Outcome

Not Specified

0-1 Month
2 Months - 2 Years
3-11 Years
12-17 Years
18-64 Years
65-85 Years
More than 85 Years
o 200 400 600 800 1,000 1,200 1,400 1,600
Number of individual cases
W Female W Male M Not Specified
g
Professional
Not
Specified
300 600 500 1,200 1,500 1,800
Number of individual cases
Fatal| 0
Not Recovered/Not Resolved _ 84
Not Specified 94
Recovered/Resolved 626
Recovered/Resolved With Sequelae 129
Recovering/Resolving [ 50
Unknown 621
0 100 200 300 400 500 600 700

Number of individual cases

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

AN 23 51991ue 115 lUNeUTEENA ectopic pregnancy by reaction group &

reported suspected reaction

Age Group\Sex
Not Specified

Number of individual cases

Male Not Specified

0-1 Month 0

2 Months - 2 Years 0

3-11 Years 0

12-17 Years 2

18-64 Years

65-85 Years 0 0
More than 85 Years 0 0
Toial 1 A2 1 A44

Plo |o|o|lo|o|o|o|o
Polo sloo|oo|un
N

AW 24 51897u01N15 LR sEARTUIULUUAITIS



Line Lists

Report
Time run: 12/01/2023 08:16:08

U Local
Number

EU-EC-
6215924

EUEC-
6203687

FU-EC-
6163763

EU-EC-
6170418

EU-EC
6168362

£V Gateway
Recelpt Date
/122002

1811272012

131272002

10/12/2002

07122002

Primary Source
"““““"m

" spantaneous Hesthcare
Professional

Non European
Econcenic Area

Country for Aon
[Regultry Puposes |PHE1E2 |G
Mo European ot available | 18-64
Economic Area | Years
European Economic | Not avalable 1864
Area | Years

Not avalable | 10-64
Years

| Patient Age
| Group (as per
| reporter)

ot specfied
ot Specified

i
Ui

il
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«
(Crteria)

Indication PT - Action taken - m-h.
Route])

Drug meffective (1Va - Unknonn - Gther Mediafly
Importart Condton),

Ectopec pregnancy (Ve - Urnknown - Other Medcally
Important Condition)

MICRONISED) (S - Contraception - Drug
withdran - (624 - 1V - Intra-uterine])

Ectopic pregnancy (5d -

with I ) (5 a
V2 - Vo - )
Ectopec pregnancy (164 - Recovered/Resoved W | [LEVONORGESTREL] (S - 1V - Not apglicable -
Sequetse (3 1{0F) - Oonal])

Fallopian tube disorder (nVa - Not Recovered/Not
Resolved - Life Threatening, Caused/Prolonged
Hospralisation)

+ Nt reparted

|(Drug Char - Indication PT - Action taken - |
:mm»ne--un]) !
Not reported

| CHAMPIX (VARENICLINE, V/

=3

ARENICUNE 1G58
TARTRATE] (C - /@ - v - [Va - 1Va - a))

z ) (5~ - bag I J(C-
Other Medically Important Condition), lmu < W/a - Intra-utenne]) ~va - (/- nva - ),
Orug meffective (Va - Uninown - Other Medicaly [SALBUTAMOL, SALBUTAMOL MICRONIZED,
Important Condition), w'm SULFATE] (C - va - va - [0/
- - o)

Ectopic pregnancy (1va - Unknown - Othe Medically
Importark Condiion),

Drug meffective (1Va - Unknown - Caused/Prolonged
Hospaalisation),

Ectopec pregnancy (16d - Recovered/Resoived -
Caused/Prolonged Hospitalisation),
Emotional distress (/a - Unknow -
|Caused/Prolonged Hospitalsaticn),

Fallopian tube disorder (1/a - Unknawn -
Caused/Prolonged Hospitalisation),

Fatigue (1Va - Recovered/Resolved -
Caused/Prolonged Hospitalisation),
Headache (Va - Recovered/Rescived -
Causec/Prolonged Hospitalisation),

- Ong
Withdan - (Va - 1Va - Intra-uterine])

(SALMETEROL, SALMETEROL XINAFOATE] (C
~a - W - (Va - 0/a - val)

TNot reported

A9 25 S1991ueINTsUSEANAREazBunluiTe line listing
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4. 3 UTaYavRIEIINMUANENTINAITDMITUAL Y IMVIENTIVRIUNINT
(Medicines and Healthcare Products Regulatory Agency)

\RsleRn https://yellowcard.mhra.gov.uk/iDAP/
mdeniildnsewa: A 918 U51899U {51891 I5n15dam1891u sUluuen A

JuLseseIMslaifieUsyasd suusng o vesimeiiinonshifislseasd
N1551891UNE: FIUTOYAVRIEIUNIUAMENTTUNITOIMITHALYILMIANTIVOIUNANT
HugruteyasenueinishifisUszasd lnssenudonisives levonorgestrel Tu
sULUUB LAY/ NauiAne N sl fsUseasd snoaunalunmsmswunnamaiy
AUTULTY DIEAUAIINTULTY TEUUAN 9 VBIT1NEAUANTULTS UTUAUTULSS
WAZIILUNAIL MedDRA (System Organ Class, High Level Group Term, High Level
Term uag Preferred Term) fiudnuwiusiend1dsy lneiinsmuvisuaznnsauanstays
Tun s wiliiisneaziBenvaesganu

Uiis1e9u: f.A. 1973-2022

H31891UT04Ia; patient/carer, healthcare professional

Uaf: 1idane TFude ansadendinseanale

Pad1iin: Lifiseazdenveinenu Yeyaliaziden NTINMIenITIHAAILANITNG Y
91715 b UTEAAVRILARETEUY DINTLTIUTEAALUULIZAIUBNN BT Y
578971310 levonorgestrel lalaninsadwunagasidenla

’/msiihfadeya

4.1 Winguiiuled \den What is being reported

| @@’\ Medicines & Healthcare products Regulatory Agency

ellow Card | Making medicines and medical devices safer Sign in or register  Search site m

Information  Case Studies  What is being reported  Resources Latest News Campaigns Contactus
- =
What is being reported

The MHRA is transparent in the data it receives via the Yellow Card scheme

For suspected side effects being reported, the MHRA publishes this information in the form of interactive Drug
Analysis Profiles (iDAPs) which can be accessed below. There is an iDAP for each licensed medicines by drug
substance. Within an iDAP you can see all suspected side effects, known as suspected adverse drug reactions, that
are reported to the MHRA.

You can access COVID-19 information received via the Yellow Card scheme here

interactive Drug Analysis Profiles (iDAPs)

iDAPs enable you to interact with the data so you can understand more about the types of reactions that have been

AN 26 WNSUAEIUTRLAYEIEITINIUAMENTTUNTOIMNTHALE
WWIEUS19010419NT (1)
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4.2 \A9NI0eNHeInNIs

Lecithin

Ledipasvir

Leflunomide

Lenalidomide

Lenvatinib

Leonurus Cardiaca

Lepirudin

AWH 27 BNsindeguteyaTesd@ItinaIuAMENIIINITIMTHAYEN
WASENSIYRIUNANT (2)

FIUIUNA

dlofum levonorgestrel AdueINs iU sEaAlunsedwuneInIshyl
WaUSrasm MU MedDRA LA 8N 19 ® Pregnancy, puerperium and perinatal
conditions antiuden Maternal complications of pregnancy wazlaon Maternal
complications of pregnancy NEC 9gWUNITT1891UTIUIUBINT b W IUTZANA
ectopic pregnancy

WUNITIIUUNATDID1NT LUNIUTLEIABY Pregnancy, puerperium and
perinatal conditions Tun1nsa Ingduunauwnea a1e 'gULLUUEﬂLﬁm/Naw sPUUTi
AnornshifisUsyasd warlfisnenu TnguandlusUluuLHLTLaEA1519 Suil 14
Foununitus wa. 2566 nuseueNslaifisUsyasdviomn §n1e1e 6

M1519% 6 S18NURATIUTEYE MHRA

FIYITUND U (518971) Ectopic pregnancy
(%)
5189101 LU N IUTEESA 10,201 0.41
AR levonorgestrel*
a5 laifiausasdiaviun 21,288 0.20
Pregnancy, puerperium and 917 4.58

perinatal conditions***

Ectopic pregnancy a2

*f&ﬂmumm’mﬁwmﬁstmusﬁa;gaﬁqmﬁqgm%aga Tngusarsenuinnuenshifiasyasiuinndt 1 99013
“*5uduaueInsldfialsEaidannn e

***ﬂfim%ﬁlﬂ’lim(laiﬁwixmﬁ Imalq’?ﬁﬁammgm Medical Dictionary for Regulatory Activities Terminology
(MedDRA) System Organ Classes (SOCs)
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YellowCard

Making medicines safer

Reculatig Medicines asa Medica Devces

Interactive Drug Analysis Profile

This Interactive Drug Analysis Profile (iDAP) displays an overview of all UK spontaneous suspected Adverse Drug Reactions (ADR) reported through the Yellow Card Scheme. It is important to note that reported adverse reactions
have not been proven to be related to the drug, and should not be interpreted as a list of known side effects. The MHRA encourages the use of Yellow Card data; however to ensure that it is interpreted in the correct way please refer
to the guidance at the bottom of this page. Definitions and an explanation of terms used can also be found in the glossary page.

LEVONORGESTREL
= Single constituent brand names: CRESCENT PHARMA LEVONORGESTREL, EMERRES, EMERRES UNA, EZINELLE, Femicept Coated Tablets 150/30 , Levest Coated Tablets 150/30 [not otherwise coded], Femicept
Coated Tablets [not otherwise coded], Femicept Tablets [not otherwise coded], JADELLE, JAYDESS, KYLEENA, LEVONELLE, LEVONELLE-2, LEVONORGESTREL [not otherwise coded], LEVOSERT, LILETTA, LUPIN
HEALTHCARE UK LEVONORGESTREL, MICROVAL, MIRENA, NORGESTON, NORLEVO, NORPLANT, PRIMECROWN POSTINOR, RAMONNA, UPOSTELLE
Muttiple constituent brand names: CYCLOPROGYNOVA, ELEVIN, EUGYNON, FEMSEVEN COMBI, FEMSEVEN CONTI, FEMSEVEN SEQUI, LEVEST, LOGYNON, LOGYNON ED, MAEXENI, MICROGYNON,
MICROGYNON ED, MIRANOVA, NUVELLE, OVRAN, OVRAN 30, OVRAN POST-COITAL, OVRANETTE, RIGEVIDON, SEASONIQUE, TRINORDIOL, TRIREGOL

Total number of reactions: 21288 - Total number of ADR reports: 10201

Total number of serious ADR reports: 7531 - Total number of fatal ADR reports: 174

Displays show a breakdown of 893 selected from 10201 UK spontaneous reports received for LEVONORGESTREL
Reports processed up to: 31-Dec-2022

(%
(%

2?28 189U T hINUTEAIANINATDY levonorgestrel

Solocted Roports by Sex

Sex Non. Serisan . Fatal Totas
sex: @
e Vae ) | 0 ° J
B Froae rerae 2 | 810 ' %
r— o | o 3 .
Aot Grous: © Tost 1n | 510 1 "

ted Reports by Age Group

AgeGroup | Mon. Serssus Fatal Tots
Minews 53e Gro
.0 0 ' °
Yo Receives: ©
T e ° w
Earbest Yoo
H e 1 4
4 "o , "
0 " ° ‘
0 0 ) ]
0 o ° o
Reporter: @
9 L) .
0 o )
dsel
) o 3 .
° 108+ 0 0 3 )
Uneown 1 1m0 o
Fdtect s rcust Totet 2 810 1 [T

AT 29 51891UBINTIRIUTEEIATDY Llevonorgestrel TLUAATL

WA Lazeng
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chrden

Selected Reports by Year
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=1

a 1 =2 (3 o =
2A 30 S189UBINThIRUSYasAYes levonorgestrel AWUNANUNTIBU

Selected Reactions by System Organ Class, Higher-Level Group Term, Higher-Level Term, and Preferred Term

Term (SOC, HLGT, HLT, PT) sﬁ':g:;‘;‘;’t" Mc';':rt';‘:x Total reactions
Expand Al All Fatal Al Fatal Al Fatal
- Blood and lymphatic system disorders 1] 1] 0 1] [1] 0
B cardiac disorders 0 ) 0 0 [} [}
B congenital, familial and genetic disorders 0 0 0 0 0 0
B} Ear and labyrinth disorders 0 0 0 0 0 0
B Eendocrine disorders 0 0 0 0 0 ]
B Eye disorders 0 0 0 0 0 0
) Gastrointestinal disorders 0 ) 0 0 0 0
-] s and ini ion site iti 0 0 0 0 0 0
) Hepatobiliary disorders 0 0 0 0 0 0
l Immune system disorders 0 0 0 0 0 0
B infections and infestations 0 0 0 0 [} o
B injury, p g and pr P 0 0 0 0 0 0
B investigations ) 0 0 0 0 [}
[+] and s 0 0 0 0 0 [

AN 31 189U IIAIUTZAIATDY levonorgestrel AMBTEUUANN & UB9919AY
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5. grudayavasdilinuannIsun1TaInIsuAzE AU TEIN AT SuaUA
(Lareb Netherlands Pharmacovigilance Center)
Esléd https://www.lareb.nl/en/databank
sudenildnsoma: sULUUEN
11351891UNA: FIUTBLAVOIFITNINUAULNTIUNITOIMITUALE A IUTELNA

wiseshaus Wugudeyasenueinsldfisuszad lnesieaueinislifisuszasd
Tuniwsn Suunauina o1y Iisea1u JAnernslufiaszasd unaaisnves
ToYa LagTINIUTINUDINTIUTIUTEAARDITUUA Y 9 V8351908 uaNANTs
Feu I fsrasrludigiudeya Eudravigilance uag VigiBase
Vlsneau: A.A. 2006-2023
H31891UUBLE: general practitioner, pharmacist, other health professional,
patient, unknown
Yoh: mmaaﬁumgﬂqumﬁéfaqmﬂéf
Jonia: n1suansdayaiinsdwuniiessenueinisiifiaUsyasdsin wilid
FazdunanIz0IIN1TIINIUTT AR
P ANPMANIRHG!

5.1 Whguiiiuled whiumdes wagguuuusiifesnis

netherlands

pharmacovigilance CONTACT _ Aa Lettergrootte 16

centrelareb

Search by name of the drug

Step 2: Then select the correct dosage form in the second bar, such as: effervescent tablet,
chewable tablet, suppository or oral solution.

Step 1

AN 32 F5n7151 A9 UTRLAYBIE TN IUANENTTINITOIMNTHAL YIS
Uszinalusasiaua (1)
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S1891UNE

ilafum levonorgestrel Tuguuuusisin nunsmeausuiueinishif
UszasAnmsan Tnswvaduima ong 99 $usenu Jiinenslifausyasd
A58 wardnusvianeinishifisuseasdniussuunng 9 veesenelugluuy
w0 Fudl 8 oununius wa. 2566 wusenueInsliiieszasd famsned
.
asndi 7 ﬁmmma‘gm‘ﬁaga Lareb Netherlands Pharmacovigilance Center

189U U (579970) ectopic pregnancy
(%)

51897UDIN1T b N IUTLA9A

z 152 1.32
YNUUAIN levonorgestrel*

Pregnancy, puerperium

_ N 23 8.70
and perinatal conditions**

Ectopic pregnancy 2

*Suusenuimuegsenuteyadundigiudeya lnsusassenusinnueinslifisuszasiuinndy 1 8113
**ﬂq'um@lﬂ’limﬂhiﬁwixaﬁﬁ Iﬂﬁlﬁ?iﬁ’ammgm Medical Dictionary for Regulatory Activities Terminology
(MedDRA) System Organ Classes (SOCs)

netherlands

pharmacovigilance CONTACT _ Aa Lettergrootte 16
centrelareb
SEARCH AGAIN @ Attention: The results shown, apply for the ATC-group of drugs to which LEVONORGESTREL belongs. Click here for a complete

overview of these drugs.

Click for more information about:

» Publications Lareb

» Signals

~ Overview of reports submitted to Lareb

To ensure a correct interpretation of the results, the data shown may only be used for publications or other media after
consulting Lareb. Please read the disclaimer.

The reports shown on this website were received directly by the Netherlands Pharmacovigilance Centre Lareb. If you
enter a brand name or generic name, all reports of products will be shown that contain the corresponding active
substance. The selection that is shown is based on the ATC classification system of the World Health Organization.

The fact that a possible side effect of a drug or vaccine is reported, does not imply that the reported symptoms are
actually caused by the drug or vaccine. Since the aim of a voluntary reporting centre is to detect new adverse drug

2f 33 S189ueINshifsUsyasAves levonorgestrel
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LEVONORGESTREL

Number of reports 152
Serious 26
Gender

Male 0 (0%)
Female 151 (99%)
Unknown 1 (19%)
Age

@ 0-1year

® 2-4 year

@ 5-10 year

@ 11-20 year

@ 21-30 year

@ 31-40 year

@ 41-50 year

® 51-60 year

@ 61-70 year

@ 71 year and elder

AA 34 S1891U81N5hITUSYEIAYaY levonorgestrel

Year received
Calender year of reporting.

80
70
60
50
40
30
20
10

Number of reports

Till 1995 1996 - 2001 - 2006 - 2011 - 2016 - 2021 il
2000 2005 2010 2015 2020 now

Period

A9 35 s1891ue N5 liNeUTEEATRe levonorgestrel

UNAUUNLASUTIE9U
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Year ADR
Calender year in which the possible ADR occured. If more events have been reported, the year in which the first event occurred is shown.

Before 2002 the date, on which the report was received, was noted instead of the date of occurrence of the possible adverse drug
reaction. For these reports the year in which the reaction actually occurred is not always known.

70

60
2 50
e
g 40
Z 30
£
= 20

10 .

0 Till 1995 1996 - 2006 - 2001 - 2011 - 2016 - 2021l Unknown

2000 2010 2005 2015 2020 now
Period
2f 36 189U hUNUSEAIAYD levonorgestrel SuunAUTN
WeensluisUszasa

Reporter

@ General Practitioner
@ Pharmacist
Other Health Professional
@ Unknown
@ Patient

N7 37 5199101015 kiTeUsEASAYRY levonorgestrel IUUNATETIEY
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6. FUTBYAVDIAIUNMUAMLNTINAITDMITUALYIUWITIVRIUINT
lWUN13N (Danish Medicines Agency's pharmacovigilance

database)
\RslaRn: https://laegemiddelstyrelsen.dk/en
Aadenildnsama: e 91y U589 {31890 JULUUET AUTULTIvedeIn1Thl

flaUszasd uaznguuesTEUUANG 9 v8ss1sneiiAinonslifisUszasd
N1351891UKEA: §IUTRLAVDIAIUNIUANENTTUNITOIMITLAL Y ILMIT1VRINTNT
wusnin Wugudeyaenuernshifislszasd Tnglu summary s1891u38m3AN
294 LevonorgestrelIugmw‘umLﬁm/mauﬁLﬁﬂmmslaiﬁwszmﬂ"lugm%’agaﬁ W6l
Tannsadenfumuuudendnsaeild senusivanenshifisszasdsuunaiy
WATUAIUTULTY 18AUAIIUTULSS mﬁm/&nwamﬁummgmm STUUANY 9 909
$1NEAUAIUTULTS wazTAUAIUTULS Tnestomadunissenulunmsauly
SURUUNTINUYISLAEATTIS wonanddadinmsseanusiuiuenisldfisUssasdsuun
»14 MedDRA System Organ Class IRIRIRIRY single active constituents, multiple
active constituents ay total reactions G‘afaamﬁaLﬁaﬂammihjﬁﬂﬂixmﬁﬁ
ungla ualdlisnvazidenreesenu

Ve A, 1973-2021

} 4 14

rzmsawusuaga/wa'ﬁmmaqsﬁaga: patient/carer, healthcare professional

= Y =

Yai: 110998 To9udne anusadensinsaanale

v 4

¥ o

Jadin: iiseazdunvessieay Jeyaliaviden ns/msaunanaualunIngay
TudiuvesenishiiisUszasdAluuiatzasuaniiiesduaus1eau lauisadiwun
uaviduala

B/mshiadeya

6.1 Wingwiiuled

$
2

LAGEMIDDELSTYRELSEN

DANISH MEDICINES AGENCY New About u Publications Cookies = O\

Side effects and product i ement and Pharmacies and sale of Medical Special product

information e: medicines devices areas

. What are you looking for? i
For example, reimbursement, cannabis or side effects

AW 38 WNSUNAEIUTYAYRIEITINIUAMENTTUNITOIMNTHATE LMY

SIVOIUIINTLAUNISA (1)
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6.2 1a9n Side effects and product information
w2

LAGEMIDDELSTYRELSEN

DANISH MEDICINES AGENCY

News Aboutus

sing and Side effects and product Reimbursement and Pharmacies and sale of Medical
information prices medicines devices

Side effects and product information
AN 39 F5n151nAeguteyareId N UANYNTTINITOIMNTUAL YIS
F1YIUIINILAULIIN (2)

6.3 \aen Side effects of medicines

Side effects and product Reimbursement and Pharmacies and sale of Medical Special product
supervision information prices medicines devices areas

Side effects and product information

> Side effects of medicines Additional monitoring > News on pharmacovigilance

Biological and biosimilar Direct Healthcare Professional
e Safety updates S
medicinal products Communication

AN 40 F5n151infeguteyaresdinuANYNTIINITO I TUAL YUY

swmmﬁﬂimum%ﬂ (3)
6.4 \@8n Interactive Adverse Drug Reaction overviews

Side effects and product information / Side effects of medicines / Interactive Adverse Drug Reaction overviews

sideeffectsandproduct | nteractive Adverse Drug

information
Side effects of medicines .
Report a side effect > Overview of all reports of suspected adverse
Registration and monitoring reactionsin Denmark
EudraVigilance The interactive Adverse Drug Reaction (ADR) overviews provide

X . X data about suspected adverse reactions reported in Denmark

Companies' reporting of side > . L. . .
effects for a specific type of medicine. The information comes from the

Danish Medicines Agency’s pharmacovigilance database, which
contains all reported suspected adverse reactions from 1968
when the database was established. The database contains
Search guidelines reports from healthcare professionals, patients and relatives.

Interactive Adverse Drug v
Reaction overviews

Stricter reporting

- Before you start searching the interactive ADR overviews, it is
requirements

important that you read the terms of use below. Once you have
Compensation for raad and arrantad tha tarme af 1ica at tha hattam af tha nana

AW# 41 BMsnfguteyavesditnauAMEnIINNTOIMTHAY

YILNTIVDIUNIINTLAULNGN (4)
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Interactive Adverse Drug v
Reaction overviews

Search guidelines

Stricter reporting
requirements

Compensation for
pharmaceutical injuries

Name

36

See Terms of use

Lead Monoxide

Pharmacovigilance and the EU
cooperation

Lecithin
Childhood vaccines >
Pharmacovigilance and Ledipasvir
inspections

Leflunomide

Network for the Prevention of

no adverse reaction reports have been reviewed for the
concerned active substance.

ABCDEFGHIJKLMNOPQRSTUVWXYZEGAO—B
La-Ld Le-Lh Li-LILm-Lp Lg-Lu Lv-Lz Lae-L&

AN 42 F5n151 A9 uTeYaYe TN UANENTTINITO M TUAL YIS

$1981019NTLAUNNIA (2)

FNYNUNA

\{laAumn levonorgestrel agnudayalunsnsdiwunainshiiislssasnniy

MedDRA 1&8n#a%s Pregnancy, puerperium and perinatal conditions a1ntuLdan

Maternal complications of pregnancy Lazia an Maternal complications of

pregnancy NEC 2gWUAIT51891UTIUIUDINTIINIUTZEA ectopic pregnancy

Ui 10 HBUNUNNUS W.A. 2566 WUTIBNUBINISIURIUTEAIR AR50 8

M13199 8 S1LNUHATIUTBYA laegemiddelstyrelsen

perinatal conditions***

SI89UNE 21U (578970) Ectopic pregnancy
(%)
3189101015 LUN sUT2aA
¥ 2904 0
MNUAIN levonorgestrel™
91A15 b IU T AR IMUATN
6361 0
levonorgestre**
Pregnancy, puerperium and
g Y, PUErp 183 0

Ectopic pregnancy

0 (FUsuUgfYN)

*Susenuimueifsenuteyadundigiudeya lnsuwiazsenudnnueinishifisUsyasininndd 1 9113

“*ug1uIue1nsifeUszasianyn ey

“*ngunnnisallifieUsyasd Ingldswauinsgiu Medical Dictionary for Regulatory Activities Terminology

(MedDRA) System Organ Classes (SOCs)
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Interactive Adverse Drug Reaction (ADR) Overview

This interactive ADR overview displays information from reports of Adverse Drug Reactions (ADRs). Please see the section at the
bottom of the web page for essential context for understanding this interactive ADR overview. The information in the ADR overview
can be very useful in helping to identify possible medicine safety issues. However, ADR overviews do not present a complete
overview of the risks associated with specific medicines. Conclusions on the safety and risks of medicines cannot be made on the
information in interactive ADR overviews alone.

LEVONORGESTREL

Single constituent brand names: FRIVELLE, JAYDESS, KYLEENA, LEVODONNA, LEVONORGESTREL [not otherwise coded)],
LEVONOVA, LEVOSERT, MICROGYNON, MICROLUTON, MICROVAL, MIRENA, NORLEVO, POSTINOR

Multiple constituent brand names: ANASTRELLA, BINORDIOL, CYCLO-PROGYNON, DYSTROL,
ETHINYLESTRADIOL/LEVONORGESTREL 'COPHARMA', ETHINYLESTRADIOL/LEVONORGESTREL 'ORIFARM', ETNOR,
FEMICEPT, FIRONETTA, GYNATROL, LEVERETTE 21, LEVONORGESTREL OG ETHINYLESTRADIOL, LEVONORGESTREL/ETHINYL
ESTRADIOL, LOETTE, LOETTE 28, MALONETTA, MICROGYN, MICROSTAD, MIRABELLA, NEOGENTROL, NEOGYNON, NUVELLE,
RIGEVIDON, SEQUILARUM, STEDIRIL-D, TETRAGYNON, TRIMINETTA, TRINORDIOL, TRIQUILAR

Total number of ADR reports: 2904 - Total number of reactions: 6361

Total number of serious ADR reports: 1291 - Total number of fatal ADR reports: 30

Displays show a breakdown of all 2904 DK spontaneous reports received for LEVONORGESTREL.
Reports processed up to: 31-Jan-2023

AN 43 F3UTIguINTThiNeUsEaIAYeY levonorgestrel

Selected Reports by Gender

Legend: | |
Non-Serious Serious (excl. fatal) Fatal
Male 0
Unknown 0
° S ) S S S ) S S
s ¥ e S S § § 3 $

Selected

Legend: | |

Non-Serious Serious (excl. fatal) Fatal

09 0
o [
20-29 00

40-49
50-59
60-69
70-79

80-89

© © © © © ©

90-99
100+ 0
Unknown ﬂl

o

20
20
30
%0
So
60
0
8o
9%
200

] I =2 (3 o
AR 44 51891 1NNTNNUSEEIATB levonorgestrel VULUNANTLNALLAS DY



Selected Reports by Year ©)

Legend: [ Es——

Non-Serious Serious (excl. fatal) Fatal

1971 0
1972 0
1973 D 1
1974 0
1975 0
1976 1

1983 |15
1984 |12

1985 |s

1986 |11

nw#l 45 s1891u1nslifisseasAves levonorgestrel Sauunmud

Selected Reactions by MedDRA System Organ Class ©)

Reactions in MedDRA S::i:i::::’: "cl::‘i;::ua:’::e Total reactions
All Fatal All Fatal All Fatal
-] ::,i?;:,c,f puerperium and perinatal e . el o 183 o

Abortions and stillbirth 0 0 2 0 2 0
ﬂ Maternal complications of labour and delivery 0 0 0 0 0 0
. Maternal complications of pregnancy 0 0 2 0 2 0
n Haemorrhagic complications of pregnancy 0 0 0 0 0 0
Hypertension associated disorders of pregnancy 0 0 1 0 1 0
. Maternal complications of pregnancy NEC 0 0 1 0 1 0
Complication of pregnancy 0 0 0 0 0 0
Ectopic pregnancy 0 0 1 0 1 0

Ectopic pregnancy under hormonal
cont’:acepptitg)n ’ e g g 0 0 0
Ectopic pregnancy with contraceptive device 0 0 0 0 0 0
Morning sickness 0 0 0 0 0 0
Ruptured ectopic pregnancy 0 0 0 0 0 0
Somatic symptom disorder of pregnancy 0 0 0 0 0 0
n N tal and perinatal conditions 0 [ o 0 o [
:;:il:zl;::, labour, delivery and postpartum 5 0 75 D T D

AN 46 519918113 lINIUTEEIATOY levonorgestrel ARTEUUAN ¢ V093190
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7. 37UdayavadIinUAMENTINATTIMITUAL Y IMVIUTENALAUIA
(Canada Vigilance Adverse Reaction Online Database: MedEffect)
sléii https://cvp-pev.hc-sc.ec.ca/argrrei/index-eng.jsp
Fudenildnsoma; report search criteria, patient search criteria, suspect health

product search criteria, adverse reaction term search criteria

N13FINUHA: FIUTRYAVDIETNNUAULNTITUNITOIMNTHALL AU TENALAUIAT
Jugudeyasieaueinislufisdsyasd sreaunaluguiuuasuniu search criteria
wazuuvazden Inoszydiseny e ey sandeiivinliAnonslifieszad
wazormshifiasradiiing

Yiisreau: A.A. 2002-2022

B 51 8\‘1msﬁ’au“a/wa'aﬁ'msuaw”aga: CMDSNet, clinical study, community,

distributor, hospital, importer, MAH, manufacturer, other, other health care
facility, unknown

Fof: 19 udne & search criteria Tfidonnatsuuy ausaldenAundenisaives
HARA NIRRT LazlaanAUMININTRsUTEasAle

Padnin: ldanunsaaenisusmsen

B/msihiadeya

7.1 Wgniduled Wien search criteria n1ud A nEnAmY wazoIn1slads
Uszasditaula

Search the Canada Vigilance Adverse Reaction Online Database

From Health Canada

1 Report Search Criteria.

Hlg wkh Repan Search Secy
This da des data frem 1965.01-01 to 2022.04.30 only.

ANH 47 FBMsnAgutelavesdinuAMENIINNITOIMNS
wazeisUsEnALAUIAT (1)
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7.2 1A9NNNSWEANIHALUU standard view

Report Display View

From Health Canada

Help with this section

Choose the type of view for the initial display:

Brand Name and Adverse Reaction Terms. To display different report elements, select "Custom View" and click the "Continue'
button.

® Standard View O Custom view

AN 48 TnsidnieguteyavesditineiuauenITUNNTEIMITLaTE AU ST A
wAuIAN (1)

$189UNA

o v 3 14 &

WBAUNT levonorgestrel L?‘Ulézjm%iw\‘ﬂuwa%ﬂuEULLU‘Uﬁq‘UmM search
criteria WazkUvUazLO uA Lawn %279 adverse reaction report number, initial
received date, age, gender, suspected product brand name W@a¢ adverse
reaction terms WAdzUANITIBUDINT NI sEasAvasitedfnyiulnelisey s
UInnsen Yoyauandluguuuunisns s Judl 15 WeauunsIal w.A. 2566 WUS18UY
9115 lNIUTEANA AIMI5197 9

A58 9 T18UHAFIUTBYA Canada Vigilance Adverse Reaction Online
Database: MedEffect

FI89UNA U (578971) Ectopic pregnancy
(%)
F1831UDINT LU NIUTZ AR
z 9136 0.14
YNUUAIN levonorgestrel
91N TIIRIUTLAIATTINUARN
9136 0.14
levonorgestre**
Pregnancy, puerperium and
s P ”p 1169 1.11
perinatal conditions***
Ectopic pregnancy 13

“Srupunsnuimuaiiienuteyadundguteua InsusazsenuinnueinislifisUszasiinnnii 1 91013
“*ud1uIue1ns i szasdanyn ey

“ngunnnisallinsUsyase Ingldswaninsgiu Medical Dictionary for Regulatory Activities Terminology
(MedDRA) System Organ Classes (SOCs)
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Search Results Summary

From Health Canada

Search Criteria

Your search generated 28 adverse reaction reports based on the following search criteria:

Brand Name/Active Ingredient: 'levonorgestrel'
Initial Received Date: 1965-01-01 to 2022-09-30
Latest Received Date:

Reaction Term(s): 'Ectopic pregnancy’

Serious report? Both
Source of Report: All
Gender: Female
Report Outcome: All
Age: 10 - 100

AMA 49 S18ueINshiisUsyasAves levonorgestrel Tuntwsay

Search Results

Help with Search Results Section

Search Criteria h

Select hyperlinked column titles below to sort reports in ascending order according to a particular report element. For additional details on a particular
report, select its Adverse Reaction Report (AER) Number. The contents of the Caveat and Privacy Statement should be considered when viewing the
results below,

Displaying Reports 1 to 20 of 28

Next Re:
List of adverse reaction reports
MedDRA Version: v.25.1
Adverse Market Initial Age Gender Suspected Adverse Reaction Terms
iy Product Brand
Report AER Number Date Name
Number
000155350 CAN2002006716 2002-10-31 36 Years Female MIRENA Ectopic pregnancy
000166617 CASHR03017989 2003-12-16 | 36 Years Female MIRENA Amenorrhoea, Ectopic pregnancy, Pelvic pain
000197122 2006-02-08 Female MIRENA Complication associated with device, Ectopic pregnancy
000202765 CA2006013017 2006-06-01 24 Years Female MIRENA Drug ineffective, Ectopic pregnancy, Unintended
pregnancy
000204727 CA2006020664 2006-08-02 35Years Female MIRENA Ectopic pregnancy
000219321 CA2007019873 2007-0605 |34 Years Female MIRENA Ectopic pregnancy, Pregnancy with contraceptive device
000220233 CA2007011094 2007-06-18 33 Years Female MIRENA pain, Abortion 5po: , Ectopic
pregnancy, Intermenstrual bleeding
000306463 200823077NA 20080530 |23 Years Female MIRENA Drug ineffective, Ectopic pregnancy
000308474 200820354NA 2008-07-08 40 Years Female MIRENA Ectopic pregnancy
000358723 259987USA 2010-12-28 32 Years Female PLANB Abdominal distension, Drug ineffective, Ectopic
pregnancy, Fallopian tube perforation, Haemorrhage,
Vaginal haemorrhage
000438975 2012045875 2012-05-24 41 Years Female MIRENA Ectopic pregnancy
000517079 2013039106 2013-04-10 24 Years Female MIRENA Drug ineffective, Ectopic pregnancy, Uterine perforation
000619467 2014-15985 2014-07-22 25Years Female NEXTCHOICE Constipation, Ectopic pregnancy, Headache, Muscle

spasms

=] 1 =2 3 a
2MA 50 S189Ue1INShRUsTasAYae levonorgestrel Luuaztdyn
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8. §udayavaIdIiNMUAMENTINNITIMITLAL YU TEINARRAIATLAY
(Australian Database of Adverse Event Notifications: DAEN)

WRslaN https://apps.tea.gov.au/PROD/DAEN/daen-entry.aspx
fadeniilingadna: Ton15AveHdninavizefied1fy UNTIeNY NqusTUURIN 9

Y993 uMENARMENTIlIRIUTEaR wavtrsnsalliieUseasaniiin

N15518MUKA: §IUTBYAVBIAIUNITUAULNTIUNITBIMITUALE U IUTEINA

soawsde Wugudeyarenumnisallificdszasd lnesisauduumgniselld

faUsgasdlunngiy warlusuuuulanisgazidenraesnean lai case number,

report entry date, age, gender, medicines reported as being taken Way MedDRA

reaction terms

Vs1891: A.A. 2003-2021

HS1891UTBLa: consumers, healthcare professional

Po8: 1991u918 8111901899 1NTNTI89U FON1TANVDINENALI TEUUFN 9 VB3

9M8AANBINS INIUsEAIAL

493117: MikanIsUsINTeN

P MFRANIRHG!

8.1 Wihgutiiiulud den safety information 91ntu Lden safety information &

education

Home EEEICWALIGLNENLLE Consumers Health professionals Industry About the TGA News room

safety information
recalls

E
s (DAEN)

fome » Safety information > Sal

Important information! The TGA uses adverse event reports to Identify
when a safety issue may be present.

fety information & educatior A- A+ dy P»sShare

Database of Adverse Event Notifications - medicines

Related information

« An adverse event report does not mean that the medicine is the cause
of the adverse event.

« If you are experiencing an adverse event, or think you may be
experiencing one, please seek advice from a health professional " as
soon as possible.

« The TGA strongly advises people taking prescription medicines not to
change thelr medication regime without prior consultation with a health professional .

The Database of Adverse Event Notifications (DAEN) - medicines allows you to search adverse event
reports for medicines including vaccines received by the TGA. These reports came from a wide range of
sources, Including from members of the public, GPs, other health professionals and from the therapeutic
goods industry.

People who experienced an adverse event cannot be identified, and maintaining their privacy has been of
paramount importance to the TGA.

More about the database

A 51 F8n1sidnfgudeyavresditnunneNTINNITe M SHARE W USEINA

peawsLaY (1)
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(%

8.2 AUMIYIAINTDNITANVDINARN A IS DFIE81E ALY

o

Search the DAEN - medicines

You must select medicines and a date range.

1. Select medicines [Further information about selecting_a medicine]

levonor

B Medicines found for 'levonor...'

6 selected

O Nordiol-28 (active ingredients: ethinyloestradiol; Levonorgestrel)
Norlevo (active ingredients: Levonorgestrel)

Norlevo-1 (active ingredients: Levonorgestrel)

O Ovostat 28 (active ingredients: ethinylestradiol; Levonorgestrel)
Postella-1 (active ingredients: levonorgestrel)

Postinor-1 (active ingredients: levonorgestrel)

Postinor-2 (active ingredients: Levonorgestrel)

Postrelle-1 (active ingredients: Levonorgestrel)

[J SEASONIQUE levonorgestrel/ethinylestradiol 150 ug/30 ug (active ingredients:

2. Select date range [Further information about the date range]

From 1971 \January VHl V\
To 2023 [January  v][25 v

Reports from the last fourteen days have not been included in the database. Why?

Advanced search options [Further information about advanced search options ]

All adverse event reports are coded into MedDRA terminology by the TGA.

Choose a MedDRA system organ class, then MedDRA reaction terms to restrict your
search.

AW# 52 FnsindegudeyavesditinauauensINNTeINTHaY
guviaUszinAeeansiaY (2)

8.3 \&@n advanced search options {@AUNITEUUSNN 9 wastuanisalliiieUseas

faula

Advanced search options [Further information about advanced search options |

All adverse event reports are coded into MedDRA terminology by the TGA,

Choose a MedDRA system organ class, then MedDRA reaction terms to restrict your
search.

MedDRA system organ classes for sclected medicines

Cardiac disorders

Gastrointestinal disorders

General disorders and administration site conditions

Injury, poisoning and procedural complications

Investigations

Musculoskeletal and connective tissue disorders

| Hepatobilary disorders

\
|
|
\
|
|
|
|

Nervous system disorders

Pregnancy, puerperium and perinatal conditions 1 selected

Search: | Enter MedDRA Reaction Terms to filter

B MedDRA Reaction Terms for seledted medicines

O Abortion spontaneous =

Ectopic pregnancy

O Morning sickness

AN 53 Fn15idndegutoyavedtinuaueNITINITO M THAL
gwiUsinAseansAY (3)
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FNYNUNA

. af U levonorgestrel az51891unalugUuuuaguluiate medicine
summary wazkuuazidealuiide list of reports Inewadaiisnesu laun case
number, report entry date, age, gender, medicines reported as being taken L&
MedDRA reaction terms Wiaguanssnesumgnsallafissyasdvosiaenddnyiy
Tnglaiszyisuimsen deyananslugiuuunsns o udl 15 1iounnsiam n.a. 2566
wusnuwansallifialseasd faansed 10

M13197 10 S1891UNaFIUTRYA DAEN

FI89UNA U (578971) Ectopic pregnancy
(%)

iWSQWULMWﬂWimﬂLﬁﬁQUiBﬂQﬁ
P ) 87 5.75
YNUUAAN levonorgestrel
wnnsalliAeU s aeAnanun

) 85 5.88
910 levonorgestrel**
Pregnancy, puerperium and

s P ”p 56 8.93
perinatal conditions***
Ectopic pregnancy 5

“Srununsnuimuaiiiienudeyadundgiutesa Insusagsenuinwummmsallifisuszasdannnii 1
\WiRN150d

“sudumgnsallifisUszasanynseau

***ﬂajmmmimﬂlﬂﬁaﬂizmﬁ Iﬂﬂi‘i’fﬁﬁammgm Medical Dictionary for Regulatory Activities Terminology
(MedDRA) System Organ Classes (SOCs)

Search Results Summary

From Health Canada

Search Criteria

Your search generated 28 adverse reaction reports based on the following search criteria:
* Brand Name/Active Ingredient: 'levonorgestrel’
Initial Received Date: 1965-01-01 to 2022-09-30
Latest Received Date:
Reaction Term(s): 'Ectopic pregnancy’

Source of Report: All

.
.

.

* Serious report? Both
.

* Gender: Female

.

.

Report Outcome: All
Age: 10 - 100

AA 54 S1891ue N5 hReUsEasAves levonorgestrel Tunnsay
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B More information on the search results

t of reports

Medici
Medicine summary

The medicine summary groups reported adverse events together. Patients may have reported multiple
adverse events.

Further information about the medicine summary.

Information on printing_search results

Sort by: Print version of this
| Number of cases - highest first v report

MedDRA system MedDRA reaction Number of Number of Number of

Click on a term below to

search the Me: { reported

Pregnancy,
puerperium and
perinatal conditions

Page 1 of 1 Records to display: [S0 v

« New search « Modify search

Important information on the Database of Adverse Event Notifications -
medicines
About the Database of Adverse Event Notifications (DAEN) - medicines

« The DAEN - medicines contains information from reports of adverse events that the TGA has received

A9 55 s1891ue1nslidfielseashves levonorgestrel Tuninsau

List of reports

Further information about the list of reports

Information on printing_search results

Sort by: |Report date - earliest first v Print version of this

report

Gender Medicines reported as  MedDRA reaction

Click on a term below to
search the MedlinePlus
medical dictionary.

182901 14/02/2003 | - - « Postinor-2 .
(Levonorgestrel) - « Ectopic pregnancy
Suspected .
201588 11/10/2004 | 27 H « Implanon Implant « Abdominal pain
(etonogestrel) - .
Suspected . 1
» Postinor-2 « Exposure during
(Levonorgestrel) -
Suspected ol d
pregnancy
559091 27/05/2021 | 26 F « Postinor-1 « Drug ineffective
(levonorgestrel) - . Y.
Suspected « Pregnancy after post
633767 29/09/2021 | 26 F * Postinor-1 .
(levonorgestrel) - .
Suspected .
646891 19/10/2021 | 26 F « Postinor-1 .
(levonorgestrel) - .
Suspected .
coital contrace

a | =2 I a
A9 56 s1891ue1NslifeUsEEATRe levonorgestrel Luuaglden
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9. grudayavasdlinauanEnIINNITaIMITHAzEIwisUsEmAT I wauA
(Medsafe)
Eslai www.medsafe.govt.nz/Medicines/infoSearch.asp
Fudenitldnseua: report date, search type (detail/summary)
N1551891UKE: FIUTEYaVRNEIUNNUANENTIUNNTOIMNTLAsE WU sEInATITLauA
Wugiudeyasieaueinisluislszasd n15duniluguuuu detail azuans
JUavlBunveLAarsIe1U dauluFULUY summary HaAsdIUINTIEUTDIRINTh
WU AIAUDILARZ IZUUTNAY
Uflsneu: a.A. 2000-2005
Jenuteya/uvasiunvesdoya: naauiondueglulssmadifuaudaiunsads
57991ulUE3 Centre for Adverse Reaction Monitoring (CARM)
F9f: TNITHAAINITINBIULUVAZLOYA

Podin: Isnsaumdeyaduden nareduneu ldhamulunisidifdeya
PEMPRANIRHG!

9.1 Wgniiuled

MEDSAFE

d

Mo Devices Sty Auborty I -
Devices v Safety w Compliance v Publications v Consultations v Committees v  About Medsafe v~ COVID-19 v Contact Us
Medicine Information v |  Approval Process v |  Regulatory Guidance v |  Clinical Trials v | Manufacturing v Related Information e
Home » Medicines b Medicine Information » Product Information Guidelines and Codes
Medicines Revised: 24 May 2020 Categorisation of Products
Data Sheets
Data Sheets and Consumer Medicine Information Consumer Medicine Information

Consumer Information Leaflets
Data Sheets and Consumer Medicine Information (CMI) are published here on behalf of pharmaceutical companies. If you cannot

find the information you are looking for, or have any queries about this information, please contact the pharmaceutical company Product/Application Search
named as the sponsor in the data sheet or CMI. Label Statements Database
Search by ingredient, trade name or company Credit Card Payment

Classification Database
* To find a data sheet or CMI: enter the active ingredient (generic name) or medicine's trade (brand) name in the "Medicine”

field and click on “Search", ;useedezlx‘e_d}\cwe Adverse
You do not need to enter the whole name if you are unsure of the correct spelling. eaction Search
* To find all data sheets or CMIs for a sponsor, enter the sponsor's name in the "Sponsor” field and click on "Search*. Importing Medicines

- Report a Problem
Medicine: ‘ ‘
Sponsor: ‘ ‘

[Seareh]

OR

Alphabetical listing of data sheets

AN 57 FFN5LUE9g1UTaYATREITNUANENTINNITO M THAYE TN
Usgwat@uaud (1)
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9.2 1@an safety 9 nUULden safety reporting Laaldenite adverse reaction to

medicine

MEDSAFE

New Zealand Medicines and
Medical Devices Safety Authority

Medicines v Devices » Compliance v Publications w Consultations Committees About Medsafe

Safety Information v Safety Communications v Safety Reporting a Reports and Promotion v

Home » Safety

Adverse Reactions to Medicines

Safety Information Revised: 7 November 2019

Device Adverse Event Reporting

This section provides information on safety and quality

5 L Report a Problem
medical devices. =

ADR eLearning Module

AWH 58 W/NSUNAEIUTYAYRIE TN NUAMENTTUNTOIMNTHAYE LM
Uszinaih@uaun (2)

9.3 Lﬁauaquwﬁwuéwaqm \d8n Search for Reports of Suspected Adverse
Reactions to Medicine (SMARS)

What suspected adverse reactions have been reported to CARM for my medicine(s)?
You can find information on reports of suspected adverse reactions to medicines reported to Centre for Adverse Reactions
Monitoring (CARM) using the Suspected Medicine Adverse Reaction Search (SMARS).

Medsafe publishes communications about safety concerns to help consumers and healthcare professionals make informed
decisions about their use of 2 medicine.

Search for reports of suspected adverse reactions to medicines (SMARS)

Find out more about Medsafe's safety communications

ANH 59 TNUNAEIUTLAYDIFITINUAMENTTUNITO M THATE LMY
UsewAthduaun (3)

9.4 AUMTRLNNABINIS U LRDU UNSI891U

For help on searching click the question marks.

Select Ingredient: [Levonorgestrel v) Product Search
Report date from: |1 Jan 2000 | to:‘ ‘(use format 31 Dec 2001)
Search type:
O petsil @ O summary ? .
!> ! [Search | ¥

WA 60 FMIITIUTEYaTEIdITNUANENTINNITENMTHALE LU TEMA
TTaus (4)
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Slodum levonorgestrel uuvazLden (detail Auledagssaunalugluuy
p1373 Tnsuansdeyaseasdonmeauiaunese Usznaulude Jiseau e
019 waznanfamnld dmiuennslifisUszasdluguiuu summary 9guaRIRNNT1S
U9 system organ class wazwanidu MedDRA reaction term o Tufl 8 viou

48

NUAMNUS WA, 2566 WUTIBUBINISLUNIUTZAA FIpn5199 11

M19199 11 1891unagIuteya Medsafe

FIYUNE AU (318974) Ectopic pregnancy
(%)
31891UIN1T b N IUTZANA
2 878 0.46
MNUAIN levonorgestrel®
91NN IUTLASATIINUARIN
1776 0.23
levonorgestre**
Pregnancy, puerperium and
S P ”p 67 5.97
perinatal conditions***
Ectopic pregnancy a4

*Snussnuiomeiifnonudeyadandigudeys Tnsuiasnonuiiwueinslifessasdinnnd 1 onns
*5uduiuenshifisuszasdannynaeau

“ngunnnisallinisUsyash Ingldswaninsgiu Medical Dictionary for Regulatory Activities Terminology

(MedDRA) System Organ Classes (SOCs)
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Search type:
O petasil T @ summary %

Search | 7

Summary for Levonorgestrel between 1/1/2000 and 1/1/2023
Number of reports for Levonorgestrel: 878

Number of reports where death was reported: 1

Number of reactions: 1776

System Organ Class MedDRA Reaction Term Number of
Reports
Pregnancy, puerperium and perinatal conditions Ectopic pregnancy 14
Haemorrhage in pregnancy 1
Neonatal disorder 1
Oligohydramnios 1
Postpartum haemorrhage 1
Premature baby 2
stillbirth 1
Unintended pregnancy 60

AN 61 891U ITINUTEAIAYRY levonorgestrel wuuagy (summary)

Flatulence
49474 |Dec Female 22 |Monofeme oral (Suspect) Deep vein thrombosis
2001 Pulmonary embolism
50874 |Mar Pregnant 33 | Postinor-2 oral (Suspect) nc pregnancy
2002 female Drug ineffective
51152 |Apr Pregnant 26 |Postinor-2 oral (Suspect) Ectopic pregnancy
2002 female Drug ineffective
51163 |Apr Female 19 | Micregynon 30 oral (Suspect) Peripheral artery thrombosis
2002
52266 |Jul 2002 |Female 50 [Microgynon 30 oral (Suspect) Cerebrovascular disorder
52503 |Aug Female 53 |Nuvelle oral (Suspect) Cerebral infarction
2002

2A 62 S1891UB1NNThITUSEEIAT8Y levonorgestrel Luuazlden (detail)
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10.g1udayasenumanisallinelszasaannisldnandusiguaineas

Usewdlne (Thai Vigibase)

dnasléd https://hpvcth.fda.moph.go.th/category/ae-reporting/
sridenilldnsea: -

N3S1UNUNE: 31EmuwaLi“]u@jmﬁmé’aﬁ’umamim“laiﬁqﬂwaqﬁﬁﬁm%u Tnglyiszy
sUuumslden grudegadiuunsgivanuinvzsiluresvsnisallifiaUsyasd Suun
sULUUBRDY Hay SeaumamsallaifisUszasd 5 Ydounds (wa. 2560-2564) Tng
WUNAINTZUUDTLIZAN 9 VBITINY

Uis189u: 1.7.2527-2565

N3897UU8a: Healthcare professional

dof: \DudeyasenumgnisallifisuszasdesUszndlng

Jodnda: liwanisngauwuuaziden n1siidsloyadudeu

B/msihiadeya

10.1 Wrgniniules identenansinewns

( Audiihszinnuuaaisdunanindiquaiw

HEALTH PRODUCT VIGILANCE CENTER j

4

s oy

Hihusn  iedduRieou v uSmsUswuu v UssnduwWus v Wamisdiduoiu v naisieuws v ngebiefiiesdoo v Sua v

® 34,040

W
\
U 6
ndasud G
N1sseNULULYaTeya (data set)

35709 LRLRNUSERNEN1WNS

FE0INITHISWIULUL XML file

=

XML file uwazanasuioys

_slﬁuéoﬁmﬁﬁmm » SEmssiwnukgmMsailiRoUs:avAnaaRtunnngsIumoSUlsd drsuus:ssuidly  » s:uuti

AW 63 FBnsiintieguteyasenumsnsalliiiaUssasdainnsly
HansuaauanvessEmelng (1)
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10.2 en asusganumnnsalldislseasdannisldensyd1d anntduna details

( qudiihszlannuasnivdundadusiqunim HEALTH PRODUCT VIGILANCE CENTER )

HOWSA  IfEIAUKUDBOIL v USMISUSBU v USandUWUS v Wamisdiduoiu v onansiHeuws v nnHLietiesdoo v Bua v
Ao uudmo
asusienuHqmsailUTo
asUs1oviu ADR/AE Us:hl ] siBes5hU

addswou AE

wamsSAsTHToyaRcw

vasafiennmsidersnu
covip-19
. Spontaneous 2021
Categories. agUsIenuHamsiUSURQ
Yuasfionssuguge > HPVCTHAILAND / GuoaASovlouNnd
o esagh Uaoar > HamsaisulUfvUs:avAIfia
U n -
gineanuAnuUasany DETALS — Buruguing ua:msduau
wamsdnduouualasoniscoa > msuilui@aanuuasadiolu
mistdndoviiouwngus:nd
Ms$IW0U AE > S
- asusionumstdenayuls
enasiHEuWSuA:doauuayu > NUTBEHENURONE
antilaanaistuguwsdion > Spontaneous 2020 asviaviswouRliauyse
uifiufionssu > HPVC THALAND / 2sdhwa

mMsuSMsdaya AE suus:noums > doatuayu

FifuUsMOUAUA (manual & guidance) -

antlHaanaisda >

AW 64 TBnsdgudeyasenumnnsallifieseasnainnis
IndnsfnnaunnvesUsewmelng (2)

10.3 antiluaatenansiuuuiiegeumanisallifiaUssas

e
( guiiihszTsnnuaeniudundadnsigunm (| ‘&;’7 HEALTH PRODUCT VIGILANCE CENTER J

HOWSN  AEOAUMUDEOIU v USMISUSSUIBU v USSUNAUWUS v Wamisdduoiu ~  nanstweuws v nogRuefiiesdos v Sua

Categories
dvuasionssugudy

Spontaneous 2021

doiedriuanulasasis
wamsdudunuua-lasomsdwa
MU AE

PnastHouwsuasdaatvayy

v VvV VYV

asusioviu
omisiuduUs:avAnINMIsiden

anllHaceadsiwguwsdwa
upnuRdNSSY >
msuEMsIoya AE dKsuUs:noums > U S:Q‘]ﬂ 2564
#021UOMOUAUGE (manual & guidance) -
andlkacnaisdwa >

agusenuwamsivmuduAaUnauaY

Spontaneous Reports
of Adverse Drug Reactions

1AS200DUWNGUAIHGMSAISUTLWOUS:a0A

fiiadunugusing ua:msduumsudly

wonnuUasanulumstaingaviouwnd 202 ]

ussh0

dodonusaulall >

SuiWoanuAatu > »

Dayaviuzu > e

Ussmading > 5

S 5 Spontaneous 2021 (20 M3)

AN 65 TN1sindegIuteyasisumnn1salliieUseaedannnis
InansinanauanvesUsswmelng (3)

JIEUNE

Tenumgnsalificseasiasianmaluguuuulng pdf lnsuansdoyanis
dhsgdennudasaieannisidenlulsemalng asuseaumanisalliissvasd
1nmslieUszdnd wazagusensgenfiasdefumgnsallifisUszasd dsduun
AuszRuANdITusIInATUsTliuteyaazan laun Toudueu (certain), Uraely
(probable), 813314 (possible), L1114 (unlikely) wagluarunsassysedu
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(unclassified) o4 Tu¥l 8 WBUNUNINUS W.A. 2566 WUTIBUVANTAIlaNUTEASA
AIMTNA 12

M13199 12 $1891unag udeya ThaiVigibase

IYIUNA 91U2U (518971) | Ectopic pregnancy (%)

3'18\‘1?14L1/i(§]ﬂ’]imﬂlijﬁﬂﬂ§$ﬁ\‘]ﬁ
P ! 84 1.19
MNNUAN levonorgestrel®
Pregnancy, puerperium and

s P ”p 135%** 0.74
perinatal conditions**
Ectopic pregnancy 1

“Srununsnuimuaiisenuteyadundigutea Insusasssnuinmumsnsalliifisuszasdinnndi 1
WiRN150d

*naumgnisallifieUszasd tngldswannsgiu Medical Dictionary for Regulatory Activities Terminology
(MedDRA) System Organ Classes (SOCs)

»ordrnussnumgmInilifisUssasdarnnslaoildsu 5 Ydeunds Wl wa. 2560 - 2564

Foansdndny 3o AE Tutuey  weld | ewerld | liald | lisnanse | waew
Certain | Probable =Possible  Unlikely = seyssdu | vivun
Unclassified
LEVONORGES- | ABDOMINAL PAIN 1 1
TREL AGITATION 1 1
AMENORRHOEA 1 1
ANAPHYLAXIS 1 1
ANGIOEDEMA 1 1
ASTHENIA 2 2
DERMATITIS 1 1
DIZZINESS 2 2
PALPITATIONS 1 1
AGGRAVATED
PIGMENTATION 1 1
ABNORMAL
PREGNANCY ECTOPIC 1 1

ANN 66 TeumnnsallifiaUszasdveden levonorgestrel TUnIMTINAIUS
WA, 2527 9 2564
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. 2560 2561 2562 2563 2564
STUUIYIZYDITNNY
579ms | Sevar | 57815 | Sewaz | s5ems | Sewar | 59ems | Sewaz | s1unns | Sewas
Neoplasms benign, 80 0.08 158 0.18 166 0.21 342 0.49 499 0.75

malignant and unspecified
(incl cysts and polyps)

Nervous system disorders 2,040 215| 1,959 225| 1,866 234 1,636 235| 2,801 4.20
Pregnancy, puerperium and 13| 0.01 25 0.03 26| 0.03 a2| 0.06 29| 0.04
perinatal conditions

Product issues 0| 0.00 3 0.00 8| 001 19 0.03 23| 0.03
Psychiatric disorders 363| 0.38 343| 039 257 0.32 315 045 504| 0.76
Renal and urinary disorders 405| 043 313| 036 326| 0.41 397| 0.57 ag2| 0.72
Reproductive system and 196 0.21 126 0.14 138 0.17 185 0.27 173 0.26
breast disorders

Respiratory, thoracic and 7,444 7.85| 6,925 796 | 6,439 8.08| 5,850 8.40| 5,033 7.55
mediastinal disorders

Skin and subcutaneous 38,449 | 40.54| 35,102 | 40.34 | 32,226 | 40.43| 25930 | 37.25| 21,467 32.20

tissue disorders

Sodial circumstances 0 0.00 0 0.00 0 0.00 4 0.01 6 0.01
Surgical and medical 26 0.03 16 0.02 6 0.01 21 0.03 63 0.09
procedures

Vascular disorders 3,760 396 | 3,441 395| 3,419 4.29 | 2,987 429 | 3,138 471
uanu#mn 94,837 | 100.00 | 87,026 | 100.00 | 79,710 | 100.00 | 69,613 | 100.00 | 66,672 | 100.00

*wemeg ey 1 atu demadeiiiifamansailifinsasdlinnni 1 ssuuelny

Yoya f Tuil 31 Sunau 2564 fsayadnsruu Juil 7 nIngIau 2565

ANH 67 S18UUAN15AIlIRIUTEAATIMUNALTTUURTEIEVRITNY
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gudeya 29ANNS v VY . . . - . a .
. s " ansgawisni | anawelsy N LuLsasHLaun AUNIIN LAUIAN BOGIGRIGE] DTuaun lne (PDF)
vl aundielan 210U19NS
MsAumdenaniu
e v v . . v . v v v -
Jananual
MsAumtenaniu
12 ° < - / - - - - \/ - - -
a1msldieuszaen
v
n1snsasteyaniy
e } v v v } v v } ) i
wAvasglden
v
A15N599%aNANIY
e ] v v v i v v } } :
21gvasflden
S1891UALNAVBING
= . v v v v v v v v v v
laiNeUseasAsI
uansdayalnsenu v v v v v v v v v v
wEnIITNITUSWITEN - v Ve v filter v filter v filter v xx Vs Vs .
usnegfsreaudeya - v v Vfilter v v/filter 4 - - -
wansnalusunuy
° v v v v v v . . . .
ns
Iidayaseaziden
4 i v v i i i v v v i
VDIUAAIIYIY

*au1soAumdeNanuTorindueiuaar 18uNaTes active ingredient lalldudnGn o

gnunsadumdeyaisnisuimseldluseasidenveuiazedy

oy
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M19°99 14 agUdoyadnumanisallufisszasduaznizvieaungnseninanislden levonorgestrel llnsuusemuiiailusnauriniingnidu

Y 29ANTS v A %Y . w | A
gudoya . | ansgewEn | anaw . | usesuau . poalAsA | UaTuau ne
N aunlY 2184130 . | weusnsn | waunen .
/9 1 glsu f 8 f (PDF)
Tan 5
v da v w 29/01/6 07/01/6 10/02/6 | 15/01/6 08/02/6
UNguAUYY S 6 08/02/66 6 14/02/66 08/02/66 6 6 15/01/66 | 08/02/66 ¢
Levonorgestre
l 6",‘ng‘ljMﬂJ‘UEJ'] N/A* 84 90 42 N/A* 0 11 5 4 1
187
Tiiasduen
AuALEAM@AY | N/A** 73 72 N/A® N/A** 0 10 N/A** N/A* N/A*
WiNUU
IUIUUANTA)
lineuszaen 465,509 39,474 99,914 21,288 152 6,361 9,136 85 1,776 84
NINRUA
UIUNN5NBY
1764 84 1644 a2 2 0 13 5 4 1
uanuAgN

*isyyguuuumslden
*isgymnnatunsly
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uni 5

aAUs1INAaN15ANEN

Mnwan1sAnmgudoyaTsnume NIl fsUszadia 10 91U UTIBIILA1E
visauanungnIzniInnsidendnauinidaanidu levonorgestrel §1uu 3,559 518471 910
gudeya 9 31U diileegiudeyavesdiinuANENITUNITOMITLALEIUYNT190101TNS
wun19n 7 linussauanziesuenuagniziamsitendaquiidngniduy
levonorgestrel TugUuuusnfien uinumenulusuuuueisay Sy 1 518990 wonani
F1udeyavetaiAn1souelan wargudeyaved 1l NIUAMENTIINITOIMISHATEILI
Uszimetusosiaus Seliianunsadiuun levonorgestrel UnuUs A Haxls

ynguteyaissuiuiuemsifivsrasnunasdines hldfunnssmes
winnsadlaifisUszasaannisldenta ludvesgudeyavesesdnmsewdelan waggudeya
enumnnsalliieuszasrannsldndndusiguameesdsemalne lduansdsnisuing
o liannsadendumandendafusindusuuvuendn (:rudeyavesssdnisewsiolanld
Foransausdumlduuanmanisiumly levonorgestrel Havn) 3sldansnsavenldogng
widninnmeviesusnungniinanefinauiifingnidu levonorgestrel yi3oengULUURY 9

udeyanenumnnsallificssasiannsidndndagiauninvessemelng 210
Msduntwal neyasnsiing wnund wui1 yaeasiluansaddsldifissteyauvuagy
windu mndesmaidfeyaidedn f3dodenauslasansidoiiioveldgiuteya Thai
Vigibase Inelassnsidesesdlinguszasdfiaenndosfuinguszasdvosnsldgudoya mn
U919zl N 0d1TNUAMENTINNTE M SHaTeNTINYITe Y ieudTeilenna
wounslige dedeyatildazlivenunasinenu §fiseny wazdsvestieiiieiiuinm
arwdu ohslsfinunisdndsteyaangiutesa Thai vigibase Seidunoufidudon wagi
ToyalUldlasin d3Tvdudenldveyaanasusenumanisallidiauszasdainnislden
UszrUununisduveteyaain Thai Vigibase usfaglvideyatiazidoaasiigailioiioudy
gudeyadu 9

grudoyailideyaneazidonvesudarsonuldiisiuiuiadu 5 gruteys fo
FIUTDYAVRIETNNUAMENTTUNMTRIMTUATEIWIaNsToWS N udeyavesanninglsy
FUYaYaVIEIUNNUANENTTUNNTR I ST U TEIMALALIAT F1udRLavesd1inaY
ANENTTUNITOIMITUALYILMIUTENARDAASIAY WAz UTBY AT TNMUANENTIUNTT
pMnsuazewisUszmATuaud lnegudeyafiiuszanamlunsdumuagsisaunainn
fign Ao grudeyavesdinnunuznssuNsoINIRAT I WEn3TEIIE N wazguTeyaveq
AN UANENTIUNNTOIMNTUALEWATHNALAUIAT IUBNIINILUANINANITAUMTLNN
ANUBENATUSIULAT FIa1050AUMToYan 1IN INTTITIUsTasA A wigIuTdoyauAuIAT
FududesssyiadosuazoinislifisusyasiTsanunsodumld wagdosningudoyanes
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ansgosniludunisuaninalun sy widyamuaIuAuTIs109N15:9 8900y a
11NN77 @BAAABITUNITANYIUBY Fouretier A uazamy (2016)2Y @ slduysnnsidni
g1udeyasanidu 3 s2Au lnedngudeyavesdinauAnEnITUNITOIMITUAZE LA
anigelusnt uazgudeyavesdinnuanenITiNToIMITLaze Wit sEINALAYIAT Bglu
FuteyaTEAUas

ilofnwiAnuyn (prevalence) MngruteyavesdrinauanznssuTeMTHAL Y
wisansgeudnuiesnnifugndeyaiazfeniian wuirauynvesnevissuonungni
Lﬁ@%iﬁg%dﬂ%ﬁi%ﬂLﬁmﬂuﬁ%ﬁmgmau levonorgestrel Auailaliniy 3.76% Usueanin
Tuthe aa. 2001 F 2022 Fitldeudanuridingnidu levonorgestrel §1121 100 AU 92iAn
AMETDIUBNUAGNIIWIU 4 AY

mnfinnsandanalnnuin levonorgestrel dswalvirudlunisiaves cilia UShave
thlvanas iuaudssdenisilsiageuuinamienly Fsenafinaneviosusnung nlddad
na1luuIdeves Cheng Li lLagmuy (2018) aamﬂaaaﬂ‘umiwmwsmummmﬁaﬂqu
Usvasdnmefiesuanuagnlussvinsldoideauiidagniauangiudeyans 10 1u uas
frenunsdifnuiliiannefesenungnivaiddusevinmsldendanuitinanduain
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