HEPITENNHTIKH
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[epl KaTaBAIwng...(ouv.)

60% tov Anntov ¢/0 otnv Auepikn t ocvveyilovv yio
ToVAdIoTOV 2 Ypovia, v 14% ocvveyiCovv yio >10
YPOVLAL.

To 2013, 14.6% twv evnAikov élofav Bepameio Yo
TPOPAN O YUYIKNG VYELOC.

Eivar tpummtAdoioc o aplBudc TtoV  YUVOIKOV OV
AouPavoov  avtikaTaOMTTIKA, O©TN OPKED  TOV
OVOTOPAYOYIKOV TOVG ¥POVOV, GLYKPITIKO UE TOVG
avTpEc.

50% TV E€YKLUOCLVMOV OTIS UEPEC MOC OEV &ilval
TPOYPOLLUATIGULEVEG.
Eivown evpototn 1 mepryevvnuikny  €xbeon o€
AVTIKATOUOMTTIKA. '




[=]

H xonon ko n Aoyeia ogv
OTOTEAOVV TTAVTOTE Y10l TN

Avtifeta Gy VA TLPOOOTOVV TNV
avoPimon TpoyeEvEGTEPOL TPAVUATOC, 1] O 101EG
ATTOTEAODV YUYOTPOLUOTIKO YEYOVOC, TOV UTOPEL Kot vau

AAPel yuyatpikéc 0100 TAGELS.
AmotéAcua owToD Elval 1 onuUIovpyia

EEYOPIGTOV KAAOOV GTNV YUYLATPIKY),

me



EPITENNHTIKH WYXIATPIKH

KAdooc e Wuypotpikng mov acyoAeiton UE TO
KAWVIKQ OTATUUOTO. KOTO TNV GPOVTION, €YKVMV Ko
AEYOIO®MV 01 Omoleg EUQOVICOLYV YLYOAOYIKE Kot
YOYLOTPIKA TPOPANLOTA.



[=]

[=]

[=]

[TEPIFCENNHTIKH WYY XIATPIKH
Kimon
AmoBol
Ynoyovipomta

Aoyela



ATTO[30AN

B 110600710 €KONAMONGC KAIVIKNC KOTAOAIYNC
s Metacd 3% g kot 51% 1-3 unvec petd tv amoBoAn
» [Iepimov 10% otovC 6 unvec petd v amooAn
x 3-4 opEC LYNAOTEPT EXKIVOLVOTNTO Y10, ELPAVIOT

KAWVIKNG KOTAOAYNG GUYKPLTIKA LLE OUAOES EAEYYOVL:

--UN EYKV®V YUVOIK®OV TOV YEVIKOD TANOLG LoD
--EYKOMOV TOPOUOLOS NAMKIOG KOG
—-AEYOIOWV



WUuyIKES OIOTAPAXES KATO TNV KUNOT]
KOI TNV AOXEIO

FEIAYYMOELS OLUTAPUYES
EMeiloves WYoIKES BA10TOPOYT TOVIKOD
VOGOl

Bl eviKeELUEVT QyYDOMC OLOTOPOY
EXyloppEvELn

EI0LOWYVYOVOYKAGTIKY OLOTUPOYN
EAUTOAMKT] oloTOpayN (OCD)

mKata®iwyn EMETATPAVUATIKY OLOTOPUYT)
(PTSD)

EHma, petpro i Paprd

EAWOTOPUYES TPOSANYNS TPOPNS



2UVNOEIC AOYyOoI OCUM[BOUAEUTIKNG
OTNV TTEPIVEVVNTIKI TTEPIOOO

E EUOAVICT] YUYLOTPIKOV GLUUTTOUOTOV KOTA TNV
Konon M ™ Aoyeia

[ avnoLyieg yia EkBeomn tov euPpvov (komon) 1 Tov
veoyvov (OnNAacuog) o€ yuyotpomo GApLoKo

E  OVNGLYIES YO DTOTPOTY] YLYIKNC VOGO LE OLOKOT)
ay@YNg



To lepiyevvnTiko [e€dio, ETTIOCKOTTNON

‘Tunpa (Faculty) Iepryevvnrikng WYoylatpikng’ amd to
2014, oavikoBwotoviag tov Kiddo  (Section)
[Tepryevvntikng Poylotpikne, mov wpvonke 1996. (The
Royal College of Psychiatrists, Meydin Bpetavia)
‘Khdoog Ilepryevvntikne kot Bpepikng Yoyorpikng’
a6 1o 2015, avrkabiotovrac v ‘Oudoo Ewdukov
Evowogpépovtog otnv  Ilepryevvntikn kot Bpepun
Poyatpikn’, mov wWpdbnke to 2005.(The Royal
Australian and New Zealand College of
Psychiatrists)

‘KALaoog Yoynkng Yyetog Nivoukav kor Yoyntatpikng
™S Avarapaymyns’. AmoteAet and to 2010 kAdoo ¢
EYE.

Etopeio Yoyikng Yyeiog g I'vvaikog, £tog iopvong
2017.



http://www.wmha.gr/?fbclid=IwAR3TYtrnv1IKFXyxMZflfPez-wYw7F63MFf62Ss_jrVmp3LfpITKXpjxCuA
http://www.rcpsych.ac.uk/workinpsychiatry/faculties/perinatal.aspx

[ept KaTaBAIWnG,
TTEPIYEVVNTIKO

B 15% tov mepryevvmtikov  yovaikov Oo gugovicouv
KataOAwym. (Ilpdopatn peta-avaAvon £0€1CE EMKPATNON
KotdOhyns (MKA) oto 11,9% tov xunoewv, yopig
OLPOPA LETACL KOG G Kot AOYELOC).

B 2-8% TtV eyKL®V AauPdvouy avTikataOATTIKO @APULOKO
(otic HITA avénbnke amo 5,7% tov koncemv 1o 1999, o¢
13,4% 10 2003).



[epl KAOTAOAIWNG, TTEPIVEVVNTIKO
(ouv.)

0 H xotdOlwyn otnv kdnon oamotedel To
CNUOVTIKOTEPO TOPAYOVTO KIVOUVOL Vil
AOYELOKT KOTAOATYT).



[TpoocdiopIopOGg [epIyevvNTIKNG
[Tepiodou

[Ipoxetton Yo T APOVIKT) TEPLOOO

QO TNV aPyN TNS KONGNG

Gavin et al. ‘Perinatal Depression: A systematic Review of Prevalence and
Incidence’ Obstetrics and Gynecology, 2006



Yuyiarpika TagivounTika
2UCTNMOTO

Aoyelako Dempeitor yio KAmTola yovaika Eva ETELGOO10
OTLOLLCONTTOTE YUYIKNG OLOTOPOYNG

UETA UETA
aTTO TOV TOKETO aTTO TOV TOKETO



= H Marce Society mpocolopiler tn Aoyeio og po
TOAD LOKPOTEPT) TEPTOOO

@ 'Exer mpoteivert vo ovoupdleton ‘Aoyelokn kdde
WYLYIKT) O10ITOpOyT), 1| OTO10L ELPOVILETOL EVTOS ETOVS
UETA 0.TTO TOV TOKETO




H Aoxeia wg TTepiodog AAAOYWYV

= BloAoyikwv
= YuxoAoyikwv

= AlIQTTPOCWTTIKWV



Yuyiarpika ToagivounTika
2UOCTAMOTO, ECEAICN

@ 2to DSM 5 (2013) tpomtomombnke 0 TpocoloploTrC
and ‘postpartum’ ce ‘peripartum’.

@ QoTt0c0 1N TPOTUGT Y10 TOPATAGT) TOL OIOGTILUOTOG
EVOPENC OO Eva 6€ €EL UNVEG 0V v1oBeTNONKE.

@ Emiong ovveyiCet 0 mpocoloplotng ‘mePLyeEVVNTIKO’
vo un  ovumeptAauPdvel  ayymoelc  olaTapayEG,
OCD, vmouovioae 1 owatopoyec OYETILOUEVEC UE
YUYOTPOVUATIGLLO.



@ Q610060 610 DSM b avayvopiletor n cuovimapsin
CUUTTOUAT®V AyYOLC KO TOVIKOD T AOYELNKN
KotaOAyn oty ypaget:

@ 50% tov ‘Aoyelwoxkov peilldvov  KatobAmTiKov
EMEIGOOIMV apyiCovv TPV TOV TOKETO . AVTO 0ONYel
OTO  YOPOKTINPICUO  TOV  EMEIGOOIOV G
wepryevvnTiKov. I'ovaikeg pe mepryevvntikd peilova
KOTOOMTTIKA ETEIGOOI0 £YOVV GLYVA EVTOVO AyYOC,
KoBMOC Kol KPIGELC TOVIKOD.

American Psychiatric Association. (2013). Diagnostic and

Statistical manual of mental disorders (5th ed.).



KaTaOAIwn kar Kunon

ANTIDEPRESSANTS

SLU[‘JhClI ™ Stahl

@ SSRIs ko SNRIs 01€pyovtal tov mlakovvta, pue 70-
86% TNC UNTPIKNG O00CNGC VO UETAPEPETOL GTO
cuPpvo.

@ XTN OIAPKELW TNG KONONG: OmAPOiTIT 1 GLVEYXION TNG
YOYLOTPIKNG PPOVTIONG (TT.y. XuYvOTEPN M OLUKOTN GE
YOUNAO KOIVOVIKO-OIKOVOULKO ETITENO)



ETTITTTWOEIC OTTO XPNON
OVTIKOTOOAITTTIKWY OTNV KUNON

B Koaporayyelakéc avouaiiec

B Eupuévouca mveELHOVIKT DTEPTOOT

@ [ltoym veoyvikn tpocappoyr] (PNA)(svepetictomza,
admvia, akoyio, TPOUOGC, GTOGLOL, OVOTVEVGTIKT) Sucxépsw)

= IIpowpotnta

B Xaunio XB yévvnonc

B Yoylarpucéc Alatapoyec oto monol



AVTIKOTOOAITTTIKO KOl KUnon:
KopOIOayYEIOKEG OUYYEVELG

OVWMOAIES

@ AvENUEVOC KIvOuVOC Y100 KOPOLUKES OVOUAMEC, 101MC
o€ €kBeomn oto 1° Ttpiunvo.

@ 261000 € amOALTA vouuEPD O aplOUOC Etval LIKpOG,
T.Y. TO EAMAEIUUO UECOKOATIKNG EMKOWVOVING EIvol
0,26% o610 Yevikd mANOLOUO, OIMANGLOUCOUEVO GE
éxBeon otovg SSRIs (ptdver oto 0,5%).

E XVYKPOVOUEVO GUYVA TOL EVPTILOTO TV EPELVOV Y10l

TO EVOEYOUEVO GLYYEVOV OVOUOM®OYV AOY® TOV
SSRIs.



3/@ U.S. Department of Health and Human Services

AtoZIndex | FollowFDA | En Espafiol

7Y U.S. FOOD & DRUG _
ADMINISTRATION a

Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

Drugs

Home > Drugs > Drug Safety and Availability

FDA Drug Safety Communication: Selective

I — serotonin reuptake inhibitor (SSRI)
antidepressant use during pregnancy and reports
of a rare heart and lung condition in newborn
babies

Medication Guides

Drug Safety Communications

Drug Shortages v
f sHARE T | in LINKEDIN = @® PINIT & EMAILL = & PRINT
Postmarket Drug Safety
Information for Patients and v
Providers Safety Announcement
Additional Information for Patients
Information by Drug Class Additional Information for Healthcare Professionals

Data Summary

Medication Errors

Safety Announcement

Drug Safety Podcasts
[12-14-2011] The U.S. Food and Drug Administration (FDA) is updating the public on the use of selective

Safe Use Initiative v serotonin reuptake inhibitor (SSRI) antidepressants by women during pregnancy and the potential risk of a rare
heart and lung condition known as persistent pulmonary hypertension of the newborn (PPHN). The initial Public
Drug Recalls ¥ Health Advisory in July 2006 on this potential risk was based on a single published study. Since then, there have
been conflicting findings from new studies evaluating this potential risk, making it unclear whether use of SSRIs
Drug Supply Chain Integrity v during pregnancy can cause PPHN.
Risk Evaluation and s At this time, FDA advises health care professionals not
Mitigation Strategies (REMS) to alter their current clinical practice of treating
depression during pregnancy. Healthcare professionals Facts about Selective Serotonin Reuptake
should report any adverse events involving SSRIs to the FntEors SSRs):
FDA MedWatch Program e Marketed under various brand and generic drug

names (see Table 1).




AVTIKOTOBAITTTIKO KOl KUnon:
PNA

30% tov ektebeiuévov oto v’ 3unvo oe SSRIs
VEOYVOV  EUQOVICOUV  CUUTTOUOTO  TTOYNC
veoyvikng tpocappoyns (PNA): artia n anrdcvpon
TOV QUPUAKOL UE TOV TOKETO, 10MG OUMG KOl M
GEPOTOVIVEPYIKN ETLOPAOT.

StAdoio mbavotnta oto ektebeiuéva oe SSRIs
VEOYVAL YO TOPOOIKA GUUTTOUOTO  VEOYVIKNC
TPOCOPLOYNG, CLUYKPITIKA UE TO U ektedeuEVaL
uwpd.

[Topoo1Kd GLUTTOUATH, VTOYDPOVV YMPIS LOTPIKN
mopEuPaocn.



AMNQPIAEYOMEVEG
ETTITTTWOEIG ATTO
Xpnon
OVTIKATOOAITTTIKWYV
OTNV KUNON

= Awtopoyr) EMEUATIKNG
TPOCOYNG-VTLEPKIVNTIKOTNTUC GTO
VIO

B AlTOPOYES TOL AVTIGTIKOV
PAGLOTOC

@ Bpoyyiko AcOua



ASD: Tevetikny mpodidBeon, IlepiPairoviikol mapdyovrec,
Mntpucr KatdOiym

Keunéx, 1/1/1998-31/12/2009, «xataypopéc and 145.456
YEVVN|GELG TTOLOLDV

@ 1054 moudid pe duryvoon ASD (0,7%), 4mhdcia Ta aydpia

Méomn nAikia topakorlovOnong tov Toudiwv ta 6,24 £

Xpnon tov SSRIs ce B’ kat y’ tpiunvo cuvoEdnke pe GMNUAVTIKA
avEnuévo kivovvo vy ASD, akdun kot Otav eAEyyOnkoav

GUYYVUTIKOL TapAYOVTIEC, OMMC 1 w]rpucn KawOM\Vn (29
| . 18 )




AVTIKOTOOAITTTIKO Kol AD ko1t ADHD

m Bdoel tov niexktpovikov Apyeiov Kataypaenc EHR
(Electronic Health Records), otn Maccayovcém.

& 1377 mawowd pe owdryvoon ASD
@ 2243 ADHD

B ‘ExOeon oe aviikatabAmtikd mpv 11 611 O0PKEWL TNG
Kononc ocvoyetiotnke ue ADS, aAld avtn n cuoyETion
OEV VTNPYE OTAV EYIVE EAEYYOC YIOL UNTPIKT KOTAOAYN

& Avtifeta 1 £k0eom o€ avTiKaTaOAMTTIKA 6TN OLEPKELN TNG
KONGMC, aALd Oyl Ttprv, cvoyetiotnke pe ADHD, mov
amooelyOnke aveEdptnTn LETAPANTN artd TN UNTPIKN
KoTabAym



Apyeto Kartaypapnc g OwvAavoiac petacd tov etmv 1996 xat
2010. Xvoyéticay 4 Katnyopiec moidimv.

1. exteBeyéva oe SSRIs (n = 15,729)

2. eKTEDEUEVO GE YLYLATPIKT OLUTOPAYT, YOPIC AVTIKATOUOAMTTIKA
(n =9,651)

3. exteBepéva oe SSRIs povo mpo g kimong (n = 7,980)

4. un extebeluéva o€ aVTIKOTOUOATTIKA KOl YOYIOTPIKT) OO TOpOyN
(n = 31,394).

Age pavnke cucyEtion TV avtikatadnTikov pe dyyoc, ASD,
ADHD, ev® pdvnke cuoyétion pe katddiyn (og tnv nukio tov
14 etwv), pe 8,2% otnv xkatnyopia (1), Evavtt 1,9% otnv katnyopic
(2) xa1 2,8% oty (3).




AavEQkn peAdétn, avadpouikn, PBacer xataypaeanv: 905.000
vevvnoelg, amod 1o 1998 wg to 2012.

Aloy@p1GUOC TV TTOOIOV G€ 4 KT YOPiEC KIvOUVOL Y10, YLYIKN
v000, Bacel £kBeonc oe avTIKATAOAMITTUKA.

H aBpoiotikn 15€1MC eEninTOON YUYLATPIKOV OL0TOPOYDOV T TOV
8% vy ™ un ektedeipévn o€ @/a opdoa (otn OLAPKELD NG
televToiog 2eTiog Tpo TS KOMoMC, KaOMS Kol 6T OLdpKELD TNG
Konong), 11,5% otnv opada wov oiEKoye TN ¢/a 6TV KOO,
13,5% omnv opndoa mov ovvépiee ™ ¢/o xor 14,5% oty
ONGo0 WOV TNAPE YO TPAOTN POPa OvTIKOTOOMTTIKY @/0
OTIV KVU1|01).

To edpnua evoéyetor vo cvyyéetar ko pe ) Popdmnra g
VTTOKEIUEVTC UNTPIKNG VOGOV.




Kivouvol a1To OI0KOTTI TNG
(PO OTNV KUNon

0 Awxomn oo €xel oonynoer 68% oce vmotpom
neiovov  KOTOOMTTIKOV — EMEICOOIMV  OTNV
EYKLUOGLVT], EvavTl 26% o€ 06EC GLVEYILALV.

0 Emionc pavnke 3mAaclocldc TV VOGNAELDV GE
YOVOIKEG TTOV OLEKOTTTOV T1) QO



ETTITTTWOEIC 0OEPATTEUTNG
TTEPIVEVVNTIKNG KOTABAIWNGS (TTO10I)

[Ipowpotnta

Xounio 2B yévvnonc
ExAapyio
[Tepryevvnrikog Bavatog

[ [ [ [ [

Arotopoy£C GLUTEPLPOPAC, GLVOLGOMNUATIKES, YVOGTIKES, KIVITIKEG
GTNV TPOILUN TOLOIKT) Con

@ AK Awtopoayn ot oyéon untepac-PpEpoug

Alatapoyr otnv avamTuén ToL TOO1oV



ETTITTTWOEIC 00EPATTEUTNG

TTEPIVEVVNTIKNG KATAOAIWNGS (MNTEPO)

Kivouvoc yia Aoyetaxn katdOAiyn

Avtoxtovikotnta (5-14% toV yuovailkOv GTINV TEPLYEVVNTIKN
TEPLOO0 £YOLV AVTOKTOVIKO 10EQGO)

Elcaywyég og voookopeio

Ma1EVTIKEC EMTAOKES T.Y. TPOEKAQLLYIOL

Eumiokn 6& auEnUEVOL KIvoOVOL GLUTEPLPOPEC OGS TLYAPO,
0VGiEC, AAKOOA, KOKN O TPOPT] KOl LTOPPOVTIOW.




Kunon kai Katrviouo
To torydpo BAAamTeLl TOG0 TV £YKLO OGO Kl TO

euppvo. Oumg povo 20% twv yuvark®v KoTa@EPVOLV
Vo, OLUKOYOLV GTH OLAPKELDL TNG KVUTON

XounAo XB yévvnonc (teplopioldc otny avAmTucn)
20vdpopo aipviotov PBpepikov Bavatov (SIDS)

. 'Extonog mhakovvtog (placenta previa)

Tpdum arox6hnon mhaxotvre (abruptio [, S Ae
placentae) ol
L pE) IS D and Lactation

_Trgatment Options and

[IpO®pPOC TOKETOC
AOIUMOEELS OVPOYEVVTIKOV GOANVA
AmooAn

I"'évvnon vekpob Bpépoug Pt
Paul Peters
Richard K. Miller




KaTeuBuvTNPIEG OONYIEG-
AVOOKOTTNON

B Avaokommon oe 16 KatevBuvirpieg oomyieg amd 12
yopeS, mov cvumepieraBe 1094 apbpa, ocvvoyilel ta
egng:

Q Q¢ mpoc 1O TPV amO TNV KLNGTN OGTNUA 3 00MNYieC
TPOTEIVOLV Yot un yiveTou aAlayM TOV
AVTIKATOOMTTIKOD, TPOTACGOVTOS TNV  WYLYLOTPIKY
otabepotnTa TG alebevonc.

QO Emiong avagépouv v €vapén Oepameiog  otnv
TEPLYEVVNTIKN KaTAOAYM pe y/0, oe Nmog Kot UETPLOC
Bapvtntog emeicooa.



KaTeuBuvTnpieg ooNYIEG-
Avookotrnon (ouv.)

o Q¢ 1Tpo¢ 10 diAcTRUA TNS KUNONG:
@ 4 odnyiegc TTPOTEiVOUV OuveEXIon TS @A

oTn OIAPKEIO TNG KUNONG, XWPIC ETTAPKN
TEKUNPIWON YIa AUTO.

S5 odnyiec Oev TIPOTEIVOUV E€CEIDIKEUPEVA
OIOKOTTN ) ouvéxion TNG Bepartreiac.

3 odnyiec atmoBappuvouv TNV aAAayn Tou
QVTIKATABAITTTIKOU.

H Aavedikn odnyia TTpoTeivel TNV aAAayn,
OTav  TO  AVTIKATABAITITIKO  €ivalr N
TTAPOCETIVN 1 N PAOUOCETIVN.



KaTeuBuvTnpIES 0ONYIEG-
Avookotrnon (ouv.)

m O1 TrepIooOTEPEC 00NnYyiec TrpoTteivouv /O o€
apxopevn Nma 1 JETPIO  KATAOAIWN  Kal
QVTIKATAOAITTITIKA 0€  oofapny  KATaBAiwn.
Ecaipeon atroteAei to ACOG, TTou TTPOTEIVEl
£50PXNG /6.

m O1 ammopdaoeic Ba TrpeTTel va oulnTiouvTal JE TNV
aocBevr) N 10 Ceuyapl (etTi TN Pacel WPEAOUC-
(NMIag), waTE va PTTOPEI va AAQPBElI EvNUEPWMEVN
aTTOPaACH.

= [NpoTiyaral N ogpTpaAivn.



Authors (place mouse over name to view author affiliation):
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Source: Br J Clin Pharmacol. 2017, 04; 83(4):909-922. [British journal of clinical pharmacology]

Abstract:

AIM: To perform a meta-analysis of available cohort studies on the association between sertraline use
by pregnant women in the first trimester and the findings of congenital anomalies in infants.

METHODS: A comprehensive search of articles published from the index date up to 315t December
2015 investigating the aforementioned associations was conducted on PubMed and Web of Science.
Mesh headings used included the terms "serotonin reuptake inhibitor," "sertraline," "congenital
anomalies" and "obstetrical outcome."

RESULTS: Twelve cohort studies that involved 6 468 241 pregnant women were identified. We
summarized odds ratios (ORs) and 95% confidence intervals (Cls) of congenital anomalies using the
random-effects model. Pregnant women who used sertraline in the first trimester had a statistically
significant increased risk of infant cardiovascular-related malformations (OR = 1.36; 95% CI| = 1.06-1.74;
12 = 64.4%; n = 12) as well as atrial and/or ventricular septal defects (OR = 1.36, 95% CIl = 1.06-1.76; I?
= 62.2%; n = 8). Additionally, positive but nonsignificant associations between sertraline use and
congenital anomalies of the nervous system (OR = 1.39; 95% CIl = 0.83-2.32; I2 = 0%; n = 5), digestive
system (OR = 1.23; 95% CIl = 0.76-1.98; I2 = 0%; n = 5), eye, ear, face and neck (OR = 1.08; 95%

Cl = 0.33-3.55; I2 = 32.1%; n = 3), urogenital system (OR = 1.03; 95% CI| = 0.73-1.46; 12 = 0%; n = 5),
and musculoskeletal system (OR = 0.97; 95% CIl = 0.69-1.36; 12 = 0%; n = 5) were observed.
CONCLUSION: This meta-analysis suggested that the use of sertraline use by pregnant women in the
first trimester had an increased risk of cardiovascular-related malformations as well as atrial and/or

ventricular septal defects in infants. Meanwhile, nonsignificant associations between sertraline use and
other congenital anomalies were found. More cohort studies are warranted to provide detailed results of
other congenital anomalies.




KaTeuBuvTnpIES OONYIEG-
Avookorrnon (ouv.)

B 2€ VEA ETTEICO0IA VO ATTOPEUYETAI N TTAPOLETIVN.

m ETiong va QATTO@EVUYETAN n aAAayn TOU
QvTIKATAOAITITIKOU 0¢  ouvexi(opevn Oeparreia (3
odnyieQ).

@ Edav n untépa Aappaver avtiKatabAITITIKO, TTPOTEIVETAI N
TTapakoAoUBNonN TOu VeEOyvou, Kal €evOappuveTal O
OnAaopoc.



‘Eykpion €101KNG BepaTreiag
via tn Aoxerokn KataBAiwn

@ FDA Briefing Document

@ Psychopharmacologic Drugs Advisory
Committee (PDAC)
and
Drug Safety and Risk Management (DSaRM)
Advisory Committee Meeting

= November2, 2018
@ Topic: New Drug Application 211371/ New

Drug Application, brexanolone for the
Treatment of Postpartum Depression

= brexanolone 5 mg/mL intravenous injection




‘Eykpion €10IKNG BepaTreioag

via tn Aoxerokn KataBAiwn
Brexanolone: AvéAoyo T aAAOTPEYVAVOAIVIG

Néo mapdywyo, mov dev £Yel WC TOPO Ypnolpnonombel ce Kamola
GAAT EVOELEN.
[Ipoxkertar vy Oetikd oAlootepikd tpomomomnty tov GABA,
VTTOOOYEWMV, TTOV 0Pl GE OLOPOPETIKN BEom and Tic Peviootalemivec.
EvoopAEPia yopnynon eviog 60 mpdv, pe otooloKr avEnon UeEXPL
m d6on tov 90 ng/kg/h (1 60 png/keg/h ce pia perémn), xou
GTOOLOKT] LEI®MOT).

= Eleyyoc amotelesuotikotntog e HAM-D.

B evikd koAd avextr). ECaipeon ta me160010 OTMAELONC GLVEIONONG
otn owpkew g €yyvons (loss of consciousness/pre-syncope
(LOC) og 6 and 11 140 yovaikec)



EuxopioTw TTOAU!

/® WY  EAAHNIKH AHMOKPATIA
\W B/ MEPIOEPEIA ATTIKHE

APAYH 2: AcBeveig pe peidova katabAuTikn
dlatapayn avbekTikol otn Bepaneia




