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Ta drvra avrihpuywoikd dpappoka (SDA)

Ta  xOplx  XapakTnploTiKd, — TOGO QIO
$appaKoAoyIKknG, 600 Kl oo KAWVIKTG &mrong
Twv dtumtwv ovtipuywoikwv eappdkwy (SDA)
gtvou o €€n\¢:

Ta drura avTihuxwoikd €Youv Ty PapUaKoAoyKI]
OI0TNTA AVIAYWVIGHOU  w¢  TTPOG  TOUG
Umodoxei§ 2 A TI¢ GEPOTOVIVIIG KAl W¢ TTPOC
toug urodoyeic D-2 tng vromapivig, evw ta
TUTTIKA.  QVTIPUYWOLKK  oTTOTEAOUV  QVTQYWVIOTES
amokAgloTIKd Kot ovov twv D-2 umodoxéwv tng
VTOmaUIVIG.

Ta drvma avipuywolkd TPOKAAOUV omaviwg
EGWTUPAUIOIKE CUUTTTWHATA OF OYEOT) € TA
TUTTIKA AVTIPUYWOIKA.

Ta drura aviuywoikd PeAtiovovy ta Oetikd
CUUMTOUATH gxovrog avaloyn
QMTOTEAECUATIKOTITX OGE OYEO0N) UE T
KAQOOIKA aVTIYUYWOIKC.

Antagonista
serotonino-dopaminergico



Olanzapine

‘Eva. om0 Tt mOo  amodoTIKA  ATUTTX
avtipuywoika  dpappoxko oe  popdn per
os/i.m./depot.

20v0eto PAPHOKO OTN XNHUIK TOU OOWM).
Endpd emi TG ouvouoOnpatikng ouviotwoog
KOl €Y€l, MAPAAANAX pe TNV  ovTiPUXWOIKN
dpdor, poAo otaBepomontn g Sikbeonc.

TIpokaiei petafoAikd avvdpoyo.

*Amouteitor Olxitepn  mMPOCOXT)  OTNV
TMEPIMTWON KAT& TNV omoia 0 xoOeVNC Aoy EL
oo Zokyapwon AtofinTn.



AcOevn ¢
['vvaika 57 eTwv
1 & HovadiKI €wg TP VOONAElX

Awtia €10660u: AkolUola eloaywy] AOYyw €l0AYYEAIKNG TOPOYYEALLS, e&outiog evepeBioTOTNTOC Kol
amod10PYAVWONG CUUTEPLDOPAC.

INapovoa vocog: H acBeviig eivatl kotvwvikd amopovwpévn, €xel mtwyn BAeppatikn emodn kot fpadl
Adyo. A/xn ouykevtpwong /mpocoynq, diabeon katabAurttikn) kKot evepediotr. ZuvaioOnpo Sdovoupevo
olvvtovo. Avadepetou aimvia kat pewwpevn opeén. ZoPapr ékmrwon Aertovpykotnrog. Evouodnoia (-).

H ao0¢evr)¢ et€0n ok:
1/2 amp seropram 4omg o€ 250 cc N/S 0,9m
Olanzapine 10mg 0-0-1

Meta amé dpvnon Anjyne aywyij¢ per 0s ) aywyl) UETETPATI) OE:

1/2 amp seropram 4omg o€ 250 cc N/S 0,9

Amp aloperidin 5mg 2-0-2 im

Amp akineton 1-0-0 im

Amp zypadhera 405mg /ové prjve

E&¢pyetou pe PeATiwpévn KAWVIKT €KOVY, XwpIG €TEPO/cUTOKATAGTPODIKS IBEATHO.

Adyvwon: Puywoikr) ouvépopun

Odnyieg e&660v:

Amp. Zypadhera 405mg /ava prijva

Ed’ doov 8ev mpooéABel Oa evnpuepwBouv ot Bepdmovteg wote va evepyomowndel eloayyeAikn)
o poryyeAio.



H mepintwon tov depot Risperdal Consta

Ytnv mepimtwon t¢ depot Risperidone
(Risperdal Consta) (microsphere
formulation), ywx mopd&derypr,  €xouv
Kataypodpel OMAVIEG TEPIMTWOEL]  HLOG
avTidpoonNG 1N oMol  TMOPOITEUTIEL  OF
tumoAoyia gpfoAnc. ‘Exouvv vmdpéel evdeieig
Bdoel twv omoiwv évag acBeviig pe wOoeldEC
TpriHe, o omoiog vumePAnOn oe im depot
oaywy] pe Risperdal Consta (atuywg n
Xopnynon Tn¢ OpaoTIKNG Ouciag €YLVE
gevdoayyelakd) vuméotn  amddppoén TG
aptnpiag  tov  apdiPAnotposidovg, e
QUTOTEAECHA VAL EKOTAWVETAL POVIPA O&pTog
OPAOEWG KOl EAAEIUPA OTO OVITEPO THIHLOL
Tou omtikou mediov otov Jefl0 o0POAANO.
Bdoet tng umébeong epunveiog (Tang and
Weiter, 2007) ™ Hkpoodboupidlo
TOPATETAUEVIIG  TOOECEVONG  €UPOAITOY
amo TO omnueio yopnynong OdSlxpécouv Tou
wOoeL30U¢ TPTIHaToC Tov fuBd Tou 0dOXANOY.




Olanzapine vm6 tn popdrn Zypadhera

H oAav{omivn vmd ) popdn g
Zypadhera ovtiotoyei oe €vav
ouvduvaopo tn¢ Olanzapine +
pamoic acid vumd TN popdn
KPUOTOAAIKOU (AQTOGC, TO Omolo
glval Pn SltAutd oTo vEPO, OUWC,
€xel  Nma  SAvtéTNTAL OTO
E0WTEPLKO TOU HUOG.

Otav 10 Pappoko w¢ GAXC
Xopmnyeitou eVOOLUTKA oTOV
yloutiio pu, Sloywpiletan apyd
oTO onpeio £YXUOTNC Kol
amedevBepwvetanl  otabepd  oTnv
KukAodpopiae TOU  aipotog, e
amoTéAeoo v elvaa  duvarny 1
yopnynon kda0e dvo 1] kabe técoepiC
gfSopddec.

Pamoic Acid

Olanzapine




Avtiotoryia per os kot depot olanzapine

Recommended Dosing for ZYPREXA RELPREVY Based on
Correspondence to Oral Olanzapine (ZYPREXA) Doses

Target Oral Starting ZYPREXA Maintenance ZYPREXA
Dlanzapine RELPREVYV Dose RELPREVV Dose Alter 8
(ZYPREXA) Dose Wooks of Traatmont

10 Mgl weeeks or 186 megiZ weeks or
4015 mgFe waeke SO0 gl weeks

210 M2 vesais oF

15 mpday

20 mipday

405 mgls weeks




Post-injection Delirium/Sedation Syndrome 1
PDSS

‘Tnv  mepiodo  KAWIKNG  HEAETNG  TOU
boappdkou ko Tpv ard tnv KukAodopia Tov,
TMPOEKVPE €VAC U OXVOEVOREVOS opLOPOG
MEPIMTWOEWY €kONAWoews delirium 1/xou
KOTAOTOANG 0 €vav HKpO aplBuo aoBevwv
ue oxlodppévela TOAD GUVTOHX HPETA oTTd TN
XOopTynon tov GboppaKov.

To @awvousvo emovouaotnke Post-
injection Delirium/Sedation Syndrome 1j
PDSS.

‘Evac  aplOpdc  peyoaAvtepo¢ Ttwv 2000
aoBevwv eAafov TEPITOU 50.000 XOPNYNOELS
(im) Zypadhera.

‘A6 outéC €1¢ to 0.07% mpoekAnfel pix
mopodikn emkpdrnon tov PDSS.

1 PDSS/o¢ kB¢ 1400 yopnynoeig. AnAadn oe
Hio kAwvikn pe 60 aocBeveic, pe yopnynon 1
amp. Zypadhera xdBe dvo efdopcdec, O
nmpémel v Bewpolpe mbovn v ekdnAwon 1
PDSS/avéd €tog.




PDSS

H exdnAwor) tov cuoyetiletou pe dlaitepo VPNAEG oUYKEVIPWOELS TNG OAcv{aTivig 6TO
TAdopa Tou aiportog. [ToAAd amd to cupmTwpaTa Tov ouvdpopov Towtilovtal pe eKeiva
g per os umepdocoroyiag thg oAcviamivng. IMoapd to Tt 0 akpiPri¢ HIYVICHOG
npokinong touv PDSS dev eivan yvwotdg, n oraviomiviy vmdé tn popdn tIng
zypadhera givou mo d1Avti) 6to aipa o€ oUykpion pe tov pu. H emadn pe to aipa
pmopel v odnyfoel oe toayeia diddvon (epdoov 1 oAavlamiviy Staxwpileton amd to
pamoic acid), pe amOTEAEGUA 1) CUYKEVIPWOT) TOU GAPUAKOU VA avUWVETAL GE
enimedo VUNAOTEPUA O OYEOT) UE TA AVAUEVOUEVA. YTIAPYOUV TTOAAOL TPOTIOL HECW TWV
omoiwv 1 emadn pmopel va cupPel, Omwg eival 1 GUEST) 1) HEPIKT) EYYUGCT) EVTOC TOU
OYYELOKOU CUGTILATOC.

Yvurrwpora PDSS (karaotoin 1) delirium):

Métpix 17 ooPapr kataotodrn. Xe pila mepintwon ekdnlwbnke kwyo to omoio Sujpknoe
TEPITTOU 12 WPE.

Jvunropora mov oxeti{ovrau pe to delirium: XUyyvon, amonmpooavatoAlouds, YuyokIvnTikj
avnouyia, ayxog, EKTTWON YVWOIOKWV AEToupylwy, eEwmupouudikd CUUTTWUXTC,
SvoapOpia, ataéia, emibetikotnra, advvapia, vréptaon, {dAn.



Table 1: Incidence and timing of signs and symptoms of post-injection delirium/sedation syndrome (PDSS) occurring with
olanzapine long-acting injection

Clinical Symptoms of PDSS Events—Grouped Presented Initially Occurred at Any Time
N (%]} N (%]

Sedation (e.g., somnolence, sedation, unconsciousness) 12 (40) 26 (87)
Delirium {combined) 14(47) 29(97)
Speech Impairment (e.g., dysarthria) 7(23) 21(70)
Motor Impairment (e.g, ataxia) 7(23) 12 (40)
Cognitive Impairment (e.g., confusion, disorientation) 8(27) 17(57)
EPS, akathisia, tension or cramps in extremities 30100 7(23)
Agitation, aggression, irritability, anxiety, restlessnessz 24{7) 9 (30)
General malaise (e.q., weak, dizzy, felt bad) 19(63) 20 (67)
Hypertension 13 2(0
Possible seizure/convulsions 0(0) 2(7)

Abbreviations: e.g. = for example; EPS = extrapyramidal symptoms; N = number of patients; PD55 = post-injection delirium/sedation
syndrome.
2 Restlessness may also be a manifestation of EPS (akathisia).
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Figure 1 Approximate onset time of post-injection delirium/se-
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Figure 3 Approximate time to recovery from post-injection delir-




Appendix A
Proposal for Working Case Definition of Olanzapine Long-
Acting Injection Post-Injection Delirlum/Sedation
Syndrome (PDSS)
Criteria 1 through 4 must be met for a clinical diagnosis
of post-injection delirium/sedation syndrome.
1. One or both of the conditions listed in (a) and (b):
a. A minimum of 1 sign or symptom from at least 3 of
the following symptom clusters consistent with olan-
zapine® overdose with one or more of at least moder-
ate severity.
i. Sedation/somnolence
ii. Delirium/confusion/disorientation/other cog-
nitive impairment
iii. Dysarthria/other speech impairment
iv. Ataxia/other motor impairment
v. Extrapyramidal symptoms
vi, Agitation/irritability/anxiety/ /restlessness
vii. Dizziness/weakness/general malaise
viii. Seizure

b. Any one of the following signs and symptoms such
that patient is:

unarousable

Unconscious

stuporous

comatose
* Other signs and symptoms not listed under 1a may
occur with olanzapine overdose but are not consid-
ered criteria for PDSS. See olanzapine prescribing
information.

2. Condition develops within 24 hours of an olanzapine
long-acting injection.

3. Condition cannot be explained by a significant dose
increase of olanzapine long-acting injection, initiation or
addition of oral olanzapine or other sedating medication,
or new exposure to olanzapine long-acting injection.

4. Underlying medical conditions have been ruled out,
including concomitant substance use or abuse.



PDSS

Appendix B

safety Precautions for Each Administration of Olanzapine
Long-Acting Injection

Before the Injection

+ Determine that the patient will not travel alone to their
post-injection destination

During the Injection

» Aspirate the syringe for several seconds following inser-
tion of the needle into the muscle to ensure that no blood
appears before injecting the medication. If any blood is
aspirated into the syringe, discard the syringe, reconsti-
tute a new vial of olanzapine LAI, and inject into the

alternate side of the buttock.
After the Infection

- Patients should be observed in a healthcare facility by
appropriately qualified personnel for at least 3 hours for
signs and symptoms consistent with olanzapine overdose.
Before Leaving the Healthcare Facility
. Confirm the patient is alert, oriented, and without signs
or symptoms of post-injection delirium/sedation syn-
drome (PDSS) event.”

+ Advise patients to be vigilant for symptoms of a PDSS
event for the remainder of the day and be able to obtain
medical assistance if needed.

After Leaving the Healthcare Facllity
» Patients should not drive or operate machinery for the
remainder of the day.

* If post-injection delirium/sedation syndrome is sus-
pected, close medical supervision and monitoring should
continue until examination indicates that signs and
symptoms have resolved. If parenteral benzodiazepines
are required for the management of post-injection
adverse events, careful evaluation of clinical status for
excessive sedation and cardiorespiratory depression is
recommended.



Post-injection delirium/sedation
syndrome
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