KPATKA XAPAKTEPHCTHKA HA IPOAYKTA
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1. HME HA JIEKAPCTBEHUA HPOI[YK’I‘ :.- | " N v NG e ”pudjnmu H;:Jnu;-.emfe !
Citalon® 10 mg film-coated tablets Kt PY .. _3\(9 0!;-’3) JQ{’)ON{‘OQ

ITrrranon” 10 mg ¢uIMHpaH# TabneTKH

Citalon® 20 mg film-coated tablets
[iranon” 20 mg dunMHpanu TabneTKn

Citalon® 40 mg film-coated tablets
Huranon® 40 mg GwIMHpann TabieTKH

2. KAYECTBEH A KOJIMYECTBEH C'I:CTAB

Bceaxa ¢punmupana Tabnerka ceappxka 10 mg, 20 mg wmm 40 mg mrraﬂﬂnpam (r::tafopram) KaTo
mETamonpam xuapodpomup (citalopram hydrobromide).

3a IHIHMA COHCHK Ha MOMOIMHHTE BEHIECTBA, BHKTE Touka 6.1.

3. JIEKAPCTBEHA ©OPMA

Dunmupann TabNeTKY.

~ Citalon Tabnetxu 10 mg — Oenn, KphIriy, be3 nemHTenHa gepTa.

Citalon Tabnerkm 20 mg — 6enm, mpoaeAroBaTH, ABOMHOM3ITEKHAIIH ¢ €4HA ASIHTEIIHA YepTa H HAATIHC
C20. - |

Citalon Tabnetxkn 40 mg — Genu, MPOABIArOBATH, ABOHHOH3MBKHAJIH C €JHA JE/THTE/IHA Y€PTa U HAATIHC
C440.

4. KINHHYHHA TAHHHA
4.1 TepaneBTHYHY NOKAZAHHAS

JleueHHEe Ha roJIeMH NENPECUBHH €IIH30IH.
Jleuenne Ha MAHHYECKO Pa3cTpOHCTBO ¢ WM Oe3 aropadobuA.

4.2 JAo3apoBKA H HAYHH HA OPHJIOKECHHE

Citalopram Tpa6pa Ia ce mpuiara Kato €{HOKpaTHa nepopajiHa Ao3a CYTpHH WiH Bedep. TabmeTkure
Ce TIpUeMaT ¢ TeUHOCT, He3aBHCHMO OT XpaHeHHATA.

Bnipacrnn

['oneMH aenpecUBHH €NMH3IOAH

Oouuaiinata no3a e 20 mg citalopram BeAHBXK JHEBHO, MAKCHMATHATA NPENOPHLIHTE/IHA JHCBHA 1034
e 60 mg citalopram. o3ara ce onpeaend B 3aBUCHMOCT OT HHIHBHAYaJTHATa IIOHOCHMOCT Ha

MalKHeHTa.
AHTHIENPeCHBHHAT ed)eKT HACTBIBA O JABE CSAMHULUH CJIE HAYAIOTO HA JISYCHHeTO. 1 epamusiTa

NpoaL/LKapa 4-6 Mecelia 10 OTUIYMABAHE HA CUMIITOMMTE, 32 J1a Ce HBﬁBFH&m
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| laHHYECKO pasCTPOHCTBO e e AN
[IpenoprunTenHaTa eqHOKpaTHA AHeBHA A03a € 10 mg citalopram 3~nﬂpBaTa cenmmg na ce
w30erHe nogpaTta Ha NapaJOKCATHH peaklHu (Hamp. NaHKWKa, crpax e,u Toaa noaa’ra rhﬁm na osne
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noBuiueHa 10 20 mg gueBHO. ITbpBATE TEpaneBTHYHM €(peKTH HACTBIIBAT ciel 2-4 cenMHlH. [lo3aTa
MOKe Ja Obae moBHIIeHa Ao 60 mg AHEBHO B 3aBHCHMOCT OT HHIWBHIYAIIHATA PEAKLUA HA NallHeHTa.
ITeHHAT TEpAneBTHYEH OTTOBOP MOXKE Jia ¢e pa3BHe 0 3 Mecena. JleueHHero Moxe na Opae
NPOAB/IKEHO HAKOJIKO Mecela. HaMa MoCTaTh4YHO KaHHM OT KJIMHWYHH IPOYYBAHHA 32 IoBeve oT 6
Mecelia. |

IIaneeATH B HANPEAHAJIA Bh3pacT

I'oseMu OETIPECHBHH EITM301H

IIpenioprunTennara go03a e 10 mg nueeno. Jlozata Moxxe a Ob/1e oBHieHa MaKCHMalTHO 10 30 mg
JHEBHO B 3aBHCHMOCT OT HHAHBHAYAITHHAS OTTOBOP.

Ilanngecko pa3cTpOHCTBO | |
[Ipenopsumntennara Ao3a € 10 mg aaeBHO. [o3aTa Moxe aa Obae noBuIeHa Makcumanso 1o 30 mg
JHEBHO B 3aBHCHUMOCT OT HHAHBHIYATHHS OTTOBOP.

dena » noapacTeamu nox 18 roquan
ITpuioskeHueTo He € NPErmopEYATEITHO, Thil KaTo 6e30MacCHOCTTa U €(PHKACHOCTTA Ha [IPOAYKTA He €
YCTAHOBEHA IIPH Ta3H BE3pacToBa TPyIia.

Hapymena yepnogpodna pyHKIHAS

[NanuenTy ¢ Hapymena gepHoApOOHa QyHKIMA TpaOBa 1a npueMar HadyaiHa ao3a ot 10 mg AHEeBHO.
Ho3aTa npH Te3H MaUHMEHTH He TpAOBa na vaasumasa 30 mg. [Tanpenture Tpadea na Onaar
[pocJienaBaHH OT NEeKap.

Hapymena 6n.6pegna pyaxnua

He e veoOxoaiMo KOpUrHpade Ha J03aTa IPH NMAHEHTH ¢ JIEKO J0 YMepeHo HapymeHa 6p0peyHa
dyuxuma. [IpriokeHneTo Ha citalopram rpH NaMedTH ¢ TeXKO HapymeHa Op0peyHa PyHKIHA
{(XpeaTHHHHOB KiupBHHC nox 20 ml/min) He ce Npenopp4Ba, Th KaTO HAMa JOCTATBYHO JJAHHH 32
[IPHIIOKCHHE IIPH TE3H NaLHEHTH.

3a paznAYHHTE JO3HPOBKH TPAOBA J1a ce MPEANMCBAT NOTXOIALIH J030BH GOpMH.

CHEMNTOME HA OTHEMAHE, IPOABIABAINH C€ IPH NPeKPATABAHE HA JIeYEHHETO ¢ citalopram
Pa3koTo cniupaHe Ha nedcHHeTo TpsiOBa na ce m3barea. Koraro ce npekparaBa JICYEHHETO ¢

citalopram, no3ara TpsabBa Ja ce peAyLHMpa NOCTENEHHO B NPOIBIDKEHHE Ha IToHe 1-2 ceaMHLM, 3a Ja
ce HaMa/TH PHCKA OT Peakliu Ha OTHeMaHe (BXK. 4.4 Cneuyanuv npeaynpexacHul B IpeAna3Hd
MEPKH NIpH yriotpeba v 4.8 Hexxenann nekapcTeeHd peaKUHH). AKO BE3HUKHAT HEOIaromnpHATHH
CHIMITTOMH IIPH HaMAJISIBaHE Ha J103aTa WIH NpeKpaTapaHe Ha JICYeHHETo, TpAOEa a ce mpepasrieaa
IpenEcanara Jo3a. BrocneacTere Jexkapsar MOXKe Ja MPOAB/DKH I3 HaMalndBa [034Ta, HO ¢ 110-0aBHa
CTBIIKA.

4.3 IIpoTRBONOKAZAHAS

CBpBXYYBCTBHTETHOCT KBM citalopram WM HAKOE OT IOMOIIHHTE BEILECTRA.

Citalopram He Tps6Ba Ja ce MpHAara OpH NAHEHTH, npHeMaiiy MAQ-uHxuturopy, Bk. selegiline B
aHeBHa A03a Hap 10 mg. Citalopram He TpaOBa aa ce npunara 14 gHH ciex cniMpaHe TepamniiaTa ¢
HeoOpaTiMH MAQ-UHXMOUTOPH WK Clep CIIMpaHe NpuiokeHueTo Ha odparuMure MAO-
MHXHOHTOPH - 32 BPEMETO, ONpeAeneHo B npeanucanuata iM. MAO-uHxuburopure He TpaOBa Aa ce
ImpuiaraT 7 JHH clief CIIMpaHe MpUIOKEHHeTO Ha citalopram.

4.4 Coennanng npejynpeiieHns H NIpeANazHH MepPKH NpH YOOTpeba

Yuorpeba npy aeua v }0HOIUIH noa_ 18 roaruHu
He ce npenoppiBa NpUIokKeHHETO Ha citalopram npH nena u loﬁomlfg,_gmfiﬁmggfm. IIpy KITMHEYIHH
MPOYYBaHKA CPeJ] ACUA H IOHOINH, TPETHPAHU ¢ aHTHACNPECAHTH, ¢4 HAOIIONARAHINGO-4eCTO
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CYMLHMIHO NOBeAeHHE (ONUTH 32 CaMOYOHHCTBO W CYWLIHAHH MW}'}I-‘BQWE@H@@FEHMO
arpecus, IPOTHBOTIOCTABSHE H I'HAB) B CpaBHEHHeE ¢ riaue6o. Ako BbIIpeKH TOBA Ce;H4nara
H3MO3BAHETO HA aHTHACIIPECAHTH B Ta3H BB3pacToBa rpyna, namememﬂﬁnaga:ﬁ?par
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BHUMATETHO HAOMONABaHH 3a I0SBATa Ha CYHLUHAHH CHMIITOMH. HaMma HanvuHH JaHHH 32
6e301acHOCTTA Ha NPOAYKTa IPH [IPOAB/DKMTE/IHO IIPHUIOKEHHE TIPH AeLA H FOHOIH, 3acCATAIIM
pacTeka, Ch3pABaHETO U KOTHHTHBHOTO M MTOBEIEHYSCKO PAa3BHTHE.

CaMOyOHMBCTRO/CYHITMAHNA MUCITH WA KIHHHYHO BIOIIABAHE |
Henpecusra e CBbp3aHa ¢ [TOBHIIEH PHCK OT CYHIIMAHA MHCITH, CaMOHapaHABaHe H CaMOYOHHCTBO

(ceOHTHA, CBBpP3aHM CBC CaMOYDHIACTBO). T03M PUCK CBHINECTBYBA A0 AOCTHTAHE HA 3HAYHMMA PEMHUCHA.
Txii kKaTo MOAOGPEHUE MOXKE 1A HE HACTHIIH MPE3 MBPBHTE HAKOIKO CEAMMIM HITH TOBEYE OT
HAYAJIOTO Ha JIeMeHHETO, MalHeHTHTe TPAOBa ga OBaaT oA CTporo HabIIoaeHHUE IO NOABATA MY.
KJTHHHYHMAT ONMAT COYH, Y€ PUCKBT OT CaMOyOHMICTBO MOKE Aa HapacHe IIpeé3 paHHHTE €Tany Ha
BBH3CTAHOBHTEIHHS [TEPHOA.

JIpyru ncuxudHe 3a60naBaHuA TPH KOMTO citalopram ce rpenamucea, cplio MOTar 4a 0BaaT CBBp3aHH
C MIOBULIEH PUCK OT CEOWTHA, CRLP3anu ChC caMoyOriicTRO. JCBeH TOBaA Te3# 3a00ABaHKua MOTAT Aa
OBIAT CHUETAHH C FOJAMO JACTIPECHBHO pa3cTpoiicTeo. [IpH eueHue Ha NAUHEHTH C APYTH NICUXHYIHH
HapylIeHHd TpsaOBa Ja ObAaT chOmogapaHy ChbIIUTE MpEANa3Hy MEPKH, KakTO IIPH JICYCHHE Ha
MAHEHTH ¢ IOIAMO ACTPECHBHO pasCTPOHCTBO.

H3BecTHO €, e ManHeHTH ¢ aHaMHe3a 33 CBOUTHA, CBBP3aHH CBC CaMOYyOHIICTBO FUIH TTOKA3BalllH B
3HAYMTEITHA CTelleH CYMUMAHY HASALMH, eIy 3a[I04YBaHe Ha JICUSCHUETO, Ca H3I0KEHH Ha NTO-BHCOK
PHUCK OT CYHLIMAHH MHUCIIU WIY OIIUTH 38 caMOyOHIHCTBO M TpaOBa 1a ObaaT BHUMATEITHO
Ha0JIIOAaBAHM 1O BpeME Ha JieueHHero. MeTa-aHanu3 Ha 1iauedo-KOHTPOIHPAHN KITHHAYHA
M3MHUTBAHHA Ha aHTHACNPECAHTH NIPH BB3PACTHH MalMEHTH ¢ ICHXWYHH Pa3CTPOHCTBA ITOKA3Bd
NOBMINEH PHCK OT CYHLMAHO NOBECHHE IIPH MALMEHTH MO 25-TOIHIIIHA Bh3PACT, NEKYBaHH C
aHTUICIIPECAHTH B cpaBHEeHHe ¢ ane6o. JlekapcTeeHaTa Tepania TpAOBa 1a € CBITETCTBA ChC
cTporo HaGmoAcHHE HA MALMEHTHTE, B YACTHOCT Ha Te3H, KOHTO Ca M30KEHH HA BUCOK PHCK,
0c0oDEHO B HAYAJTHHTE €TallH Ha JICHeHHEeTO H Clel NMpoMeHU B Jo3uTe. [launenture (M nonaraumyre
IpHXKY 3a TAX) TpAOBa Aa ObaaT npeIynpeAacHH OTHOCHO HeoOX0IMMOCTTa OT HabmoacHHUE 3a BCCKH
NpH3HAK Ha KJIMHWYHO BAOIIABAHE, CYHIIWAHO MTOBEeHHe WIH MHCIH ¥ HeOOHYAHHIA IPOMEHH B
MOBEACHHETO, KAKTO H J1a NOTHPCAT He3aDaBHO KOHCYNTALMA € JIEKap, aKO TaKHBAa CHMITOMH
CHLICCTBYBAT. |

AKaTH3HA/ICHXOMOTOPHA Bb30yaa
Ynorpebarta Ha citalopram ce ¢CBBP3Ba ¢ BE3HHUKBaHE HA AKATH2IUA, XAPAKTepH3IUpalla ¢e C HENMPHATHA

WJIH H3TOIMTENIHA BB30yAa H Hy)KJa OT ABHXKEHME, YECTO CHIIPOBOAEHA OT HEBB3MOKHOCT Ja C€ CTOH
HEMOABHXHO. TOBa CHCTOAHHE MOXKE Jia CE TIOABH ¢ ITO-T'OJIIMA BEPOATHOCT MPE3 IBPBHTE HAKOJIKO
ceIMHLM OT NeueHueTo. IIpHM maupuenTH, pa3BUBaLIM TAKHBA CHMITTOMH, IIOBHIIIABAHETO Ha 1034Ta

MOKE Aa Oblie maryouo.

INapagokcanHy peakiIHH Ha 0€3MOKOHCTRO
HakoM NauMeHTH ¢ MaHWYECKO pa3CTpOHCTBO MOraT Ja MpOABAT CHMITOMH HA NMOBHLIEHO

0e3NOKOHCTBO B HAYAIOTO HA JICUEHHETO C AHTHACIPECAHTH. Ta3u mapajgokcanHa peakims
OOMKHOBEHO OTHIYMABA B pAMKHTE Ha [[BE CEAMMIH IIPH MPOALIKATENHO AeucHHE. [Iperiopnusa ce
HHCKA HaYaIHA 11034 33 PeAyIIMPaHe Ha BEPOATHOCTTA OT aHKCHOreHeH edexT (BK. 4.2 Jlosupoeka K
Ha4y#H Ha NPHJIOKEHHUE).

CyiMITTOMH Ha OTHeMaHe, HaGmonarani NPH NpeKpaTsBaHe Ha geueHneto ¢ SSRI
CHMIOTOMMTE Ha OTHEMAHE IIPH NIpEKpaTABaHe Ha JICUCHHETO Ca YECTH, 0COOCHO MPH PA3KO CIIHpaHe

(Bx. 4.8 Hexxenaum nekapcTBEHH peakiyH).
PHCKBT OT IOSBA HA CHMIITOMH Ha OTHEMAHE 3aBHCH OT HAKOJIKO (haKTOpa, BKIHOYHUTEITHO
NPOAB/DKATENHOCT Ha TepanuATa ¥ JO3HPOBKA, KAKTO M CKOPOCT Ha HaMaaBaHe Ha Ho3ata. Han-
4eCTO ChOOIMAaBaHH peaKIlHA ¢a 3aMasHOCT, CCH30PHHU HapyUICHHA ( BKIIFOMHTEIHO [1apecTe3 i),
HApPYIICHHA Ha ChHA (BKI. O€3ChbHHE M AKTHBHO CHHYBAHE), HAIPETHATOCT UM OE3[MOKOHRCTRO, raJIcHe
W/WAIH NOBPBILIAHE, TpeMOP U ri1aBobonue. Hait-061mo Te3u CHMITOMH ca JIeKH 10 YMEPEHH, HO TIPH
HAKOH MalHEeHTH MOraT Ja OBAAT CHITHO H3ABSHH. Te 00HKHOBEHO BE3HHKBAT-HPE3. ITEPBHTE HAKOJIKO
IHH Ha MIpekpaTsaBaHe Ha Tepanuara, HO MMa H MHOI'O peiKH caoﬁmeu_m 33 TAKHBA: cﬁwrromn [1pU
MAlMEeHTH, MIPOMYCHAJIH 4033 0 HEBHUMAHHe. OOHKHOBEHO TE3U CI;IMI'FI‘DMH ca caM;.
H OTIIYMSABAT 34 MIEPHOZ OT 2 CeOMHIIH, BRIPEKH € TIPH HAKOHU nam{em'n MoraT Aa ceﬁp Tpaxupar
(2-3 Mecena WIH NoBe4e). 3aTORA ce MpelopBYBa B pAMKHTE Ha Hmenm ce,uMImH l«um ngeﬂeun, B
aﬁ L 4 fj;




3aBUCHMOCT OT HY)KIHTE Ha NAIMEeHTa, IOCTENEeHHO Aa ce orcnabu AeticTeieTo Ha citalopram npu
IpeKpaTABaHe Ha JieueHHETOo (BkK. 4.2 JlosupoBKa 1 Ha9MH Ha NpIIOKeHKE - CHMITTOMH Ha OTHEMaHE
IIPH [peKpaTABaHe Ha JIeYeHHeTo ¢ citalopram).

Citalopram Tpatsa na 6b1e npeaMycBaH B Hali-MasIKHTe JO3HPOBKH, 33 Ja ce HAaMAaJTH PHUCKBT OT
npeno3upaHe.

Citalopram He TpAOBa Oa ¢e nNpunara eTHOBPEMEHHO ¢ JICKapCTBEHH NPOAYKTH ChC
CEpOTOHHWHEPTHYHHE e(eKTH KaTo CYMATPHIITAH W APYTH TpHATaHM, tramadol, oxitriptan u tryptophan.
I'py mauKeHTH ¢ ZUabeT JEUCHHETO ChC CEJIEKTHBHH HHXMOMTOPH Ha 00paTHOTO NOoeMaHe Ha
cepoToHHHA (re-uptake) Moxke Aa HaApYIIH MIHKeMHYHMA KOHTpoL. Jlo3aTa Ha HHCYJIHH H/IUH
epOpaTHH XUTOTIHKEMHIHM TIPOSYKTH MOXKE J]a ¢ HAJIOXKH Aa ObJe KOPHTHPaHa.

[TpuemsbT Ha citalopram Tpabea ga Obae MPEKbCHAT, aKO C& NMOARAT MpunagbUi. IlpoaykTeT He TpaOBa
- [1a ¢€ MpHIara NpH NaleHTy ¢ HEKOHTPOIMPaHa EIWIEeICHs, a MAIMEHTH ¢ KOHTPOJIHpaHa eMHICICHA
Tpa6Ba Ja 6bJaT BHMMATENHO MOHMTOpHpaHH. IIpHeMsT Ha citalopram Tpa6Ba fia GhA¢ CHpAH, aKo ce
HaOIII0AaBa 324€CTABAHS HA NPUNIATbLIUTE.

ChilIeCTBYBAT MAIKO KIMHAYHH JIaHHHA 33 €HOBPEMEHHOTO TIPWIOKSHNAE Ha c1talopram n
eJIEKTPOKOHBYJICHBHA TEPAIHA, MOPAAH TOBA € HeOOXOAMMO MOBHIIEHO BHUMAHHE.

Citalopram TpabBa na ce nmpunara BHUMATENHO NIPH MALMCHTH ¢ MAaHHUA/XMIIOMAHHA B aHAMHE3aTa.
[Ipunoxenuero Ha citalopram Tpa6Ba Aa ce IpeKbCHe, aKO MAHEHTHT HABNE3e B MAaHWAKANHA da3a.
IIpH npHnoKeHHe Ha CENEKTHBHE HHXHOHTOPH Ha cepoToHHHOBHA re-uptake (SSRI) ca cxobmenn
C/Iy4aM Ha YOBJKCHO BPEME Ha KPBHBOCECHPBAHE H/HIH KPBBOHIJIHBH KaTO €KXHMO3H,
CHHEKONOTMYHH KPBBOH3IIMBH, raCTPOMHTECTHHAIHA KPHBOH3THEH M IPYTH KPBBOM3IMBH Ha KOXKATa
u JHrapummre. HeoGxoaMMo € BHHMaHHe NpH €THOBPEMEHHO MIPHIIOKEHIE ¢ aKTHBHH CyOCTaHLIMY,
KOHTO MOBIHABAT TPOMOOLMTHATA (PYHKIMA H/WIH KOHTO MOTAT [1a NOBHILIAT PHCKA OT KPHbBOH3JIHBH,
KAaKTO H IpY NalMeHTH ¢ HApYLISHHA Ha KPbBOCHCHPBAHETO B AHAMHE3ATA.

Psako ca 61IH ¢h06IIEHH CITydaH HA CEPOTOHMHEPrHYeH CHHAPOM TIPH NaiieHTH, npHemamy SSRI.
KoMOHHanmATa OT CUMITTOMK KaTO Bh30yaa, TpeMOp, MHCKIIOHYC U XUTICPTCPMUs Moxke Ka Obae
[MOKAa3aTel 3a Pa3BHTHETO HAa TO3H CHHApoM. JleuenneTo ¢ citalopram Tpadsa ga ObAe DpeXbCHATO
He3a0aBHO U Ja Obae 3alI0MHATO CUMITTOMATHYHO ACUCHHE,

JIedeHHETO NMPH NalMeHTH ¢ IMICHX03a H JeNPECHBHH €MMM300H MOXKE 1 3aCUJIH NICHXOTHYHHTE
CHMIITOMH. |

Paako ca OUNH ch001eHH XMITOHATPHEMMSA H CHHAPOM Ha HApyIOE€Ha CEKpellHA Ha aHTHAWYPETHYHHA
XOPMOH, ITPEAMMHO TIpH MAIMeHTH B HanmpesHalla Be3pACT H 0010 Te ¢ca 00paTHMH ClleA CIIHpaHe Ha
TepPanuiaTa. . . |

Ilpyu eqHOBpEeMEHHO IPUAOKEHHE Ha citalopram H pacTHTENIHU IPOAYKTH, ChAbPXKALH JKBJIT
KAHTapHOH, MOXKE JIa C€ 3aCHJIM YSCTOTaTa HA HEXXeJIAHUTS JIEKapcTBEeHH peakuyy. Ilopaau Tosa,
citalopram me Tpabpa xa ce nNpunara eAHOBPEMEHHO € TAKUBA MTPOTYKTH.

B Hawanoro Ha JeYeHHETO MOTaT Aa ¢ Habmoaapat 0e3ctHHE M BE30yaa. TUTpHpaHe Ha [o3ara B
Te3H CIIydal MOXKE J1a OKXKe MOJIOKHTETHO BIIMSHHE, |

Tpabea na ce B3eMat npeasuy, (PakKTOPH, KOHTO MOTAT A3 MOBIHAAT €ANUH OT META00NNTHTE Ha
citalopram (didemethylcitalopram), Tsif KaT0 MOBHINEHHTE HHBA Ha TO3H MeTa0OIHT TEOPETHIHO
morar Aa yasmokar QTc rereprana npu npegpasnonoxedy nanueHTH. [IpH MosuTopupane Ha 2500
OALMEHTH NMPH KNMHWYHY NPOYYBAaHHA, BKIIIOYBAIHA 277 MAlMEHTH CBC CHPASYHO-CHAOBH
3abonaBaHKA, HE ca HAOMOJaBaHH KITMHAYHO 3HAYMMH IIPOMEHH.

TabnmeTkuTe CHOBPKAT 1aKTO3a. I1aleHTH ¢ PpeaK HacneACTBEHH 3aDoNaBaHHMA KaTo rajlakTo3Ha
HETIOHOCHMOCT, JTaKTa3eH Ae(PHIHT WIH NIFOK030-rajlakTo3Ha Manadbcopdbuus He TpAORA /1 IPHEMAT

TO3H NPOIYKT.

4.5 B3aamonelcTBHE ¢ IPYIH JJeKAPCTBEHH NPOIYKTH H JPYrH POpMH HA B3aHMOJCHCTBHE

DQapmaroOUHAMUNHY 83AUMOCEUCTNEUA

e

koMOuHaums ¢ MAO-HHXHONTOPH, BKIIOYHTENHO CEJIEKTHBHH Mﬁ/ﬁuﬂmﬁm:ap selégllme H
obpatuMuas MAQO-unxudurop moclobemide, H npH naileHTH, mwﬁo Hapmpﬂ ca npem::mn
neveHneTo ¢ SSRI u ca 3anouynany Tepanus ¢ MAO-HHxHGHmpH, R ‘ﬁ
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[Ipu HakoM crydau ca Habmoaasany MOOOGHH Ha CEPOTOHHHEPTHHYEH CHHAPOM CHMITTOMH:
XHIICPTEPMHS, [IOBHIICHO M3IIOTABAHE, PHTHAHOCT, MEOKIOHYC, ABTOHOMHA HeCTaGHIIHOCT ¢
BBL3MOKHH PE3KH KO/Ie0aHHUA Ha JXKHU3HCHHTE [I0KA3aTeNlH, CMYLIEHHE, pa3dpa3HATETHOCT H BE30yaa.
AXO CBCTOAHMETO Nporpecupa 6e3 HHTEPBEHLMS, TOBa MOsKe Ja I0Beae 10 pabaoMHOMH3a,
XUNEPTEPMHUA C LICHTPANCH MPOH3X0/ ¢ OCTPO YBpEXKIaHe Ha OpraHuTe, NeIHp H KOMa H TOBa MOXKe a
JOBEIE 10 JICTAIEH U3XO/.

CepoTonnHepruunuat edext Ha sumatriptan Moxke na Obae noteHuupan ot SSRI. He ce npenoppuea
€IHOBPEMEHHOTO NpUNOKeHHe Ha citalopram u 5-HT aronucT# Kato sumatriptan 4 ApYrH TPHITTaHH.
[Topagu noTeHIHpaHE HA CEPOTOHMHEPIHYHHTE eekTH eJHOBPEMEHHOTO MpHiIaraHe Ha citalopram c
JTMTHH H3UCKBA NpOCIeAgBaHe Ha HUBaTa Ha JIUTHIL B KPBBTA.

HeoOxonuMo € NOBUIICHO BHUMaHME IPH HALMEHTH, KOHTO CE€ JIEKYBAT €JHOBPEMEHHO C
AHTHKOAryJIaHTH, JIEKAPCTBEHH IIPOIYKTH, MOBIHABAIM TpoMOonMTHaTa dyHkims, kato HCIIBC,
aLeTHICATHIIIOBA KucennHa, dipyridamol, ticlopidine ¥ npyrd POAYKTH, KOUTO MOTAT A4 MOBHINAT
PHCKA OT KPBBOH3IHBY (HAIP. aTHITHYHH AHTUIICUXOTHIIH, GEHOTHAZHHH, TPHLMKIMYHH
AHTHACTIpECaHTH).

KImansaHuAT OMUT ¢ citalopram He € MoKa3an 3HAYHMH B3aUMOICHCTBHA ¢ HeBpoienTHiM. Kakro nmpu
apyra SSRI, pycksT OT papMaKoAHHAMHAYHHA B3aUMOACHCTBHA HE MOXe Aa OBle M3KITIOUEH.

[Ip1 eqHOBPEMEHHO NPUIIOKEHHE HA cltalopram H pacTUTEITHH NPOAYKTH, ChABPKALIH XKBJIT
KaHTapHOH, MOTaT Aa ce Ha0JIfoaBaT mo-4€CTO HeXKeJIaHH JIeKAPCTBEHH PeaKLUH.

He ca HabmonaBanu akMaKoAHHAMHYHH WIH (apMaKOKMHETHIHH B3aUMOACHCTBHA MEKITY
citalopram u ankoxon. Benpeku Topa, KOMOMHALKATA He € MPENOPBUYHTENHA.

- DaApMAKOKUHEMUNHU 63QUMOOCCNEU

He ce ouakBat ¢papMaKOKHHETHYHH B3aHUMOEHCTBUA Ha HUBO CBBP3BaHE ¢ ILTa3MEHUTE NPOTEHHH.
Citalopram e cal unxuGurop Ha CYP2D6. Bhrpexu ye HAMA KIHHHIHO 3HA9HMH JICKAPCTBCHHU
B3aUMOAEHCTBHA ¢ citalopram, He MOKe Ja Obe H3KIIOUEHO B3aHMOACHCTBHE, ako citalopram ce
npuiara effHOBPEMEHHO C ApYT NpoAyKT, MeTabonusupan oT CYP2D6. EnHOBpeMEHHOTO
npuaOKeHHE Ha citalopram u metoprolol (cybcrpar va CYP2D6) e moseno 10 orykpaTHO
MOBHINABAHE IU1a3MeHUTe HIBA Ha metoprolol. He ca 61y HabmonaBaHH KIIHHHYHO 3HAYHMH ed:efml
BHPXY KPBEBHOTO HAIATAHE HIH ChbPICYHHA PUTHM.

Cimetidine, eH3MMeH HHXHOUTOP, ¢ MOBHIUT ¢ 40 % cpeaHHUTE PAaBHOBECHM KOHLICHTPALMH HA
citalopram. ITopaau TOBa ce penopb4YBa BHHMAHHE TP NPHIIOKEHHIE Ha BACOKH J03H citalopram B
KOMOMHALUSA ¢ BUCOKH 103 cimetidine.

HsiMa ¢papMaKOKHHETHYHO B3auMOAcHCTBHE MEKAY NHUTHE H citalopram. Benpeku ToBa ca
TOK/IaJBaHM CITy4au Ha 3aCHJIEHH CEPOTOHHHEPrUYHHM epekTH NIpH npuiokeHHe Ha SSRI B
KOMOMHAIHA ¢ THTHH WM TpunTodad. HeobxoauMo e nopHineHo BHHMaHHUe MPH €THOBPEMEHHO
MPHIOKEHHE Ha citalopram ¢ Te3u cyOcTanumy. TpaGea fa ce MPOXBIKH PEAOBHOTO NPOCIIC/ABAHE HA
JIATUEBUTE HHEA.

He e Habnronasano B3auMozeiicTBHe MexIy citalopram i levomepromazine, digoxin wiH
carbamazepine u HeroBud MeTabonut carbamazepineepoxide.

Axo citalopram ce npHiara eAHOBpeMEHHO ¢ desimipramine, MOXe fa ¢e HANOXH MOHKWKABAHE N03aTa
Ha desimipramine.

XpaHaTa He noBnuARa abcopOuHATa H APYTHTE (hapMaKOKMHETHYHH CBOMCTBA Ha citalopram.

4.6 bpeMenHOCT H KLPMeHe

bpemennocm _

HsiMa JocTaTh4HO JaHHM 3a NPIWIOKEHHETO Ha citalopram npu Opemennu xenu. [IpoyysaHusa rpu
AKHBOTHHM €2 TI0KA3aJIM PeNPOAYKTHBHA TOKCHYHOCT. He ¢ n3secTeH NoTeHIMaTeH PHCK 33 XOpa.
Citalopram He Tpg0Ba aa ce npHiara rno BpeMe Ha OpeMEHHOCT, OCBEH IIPH KaTErOpUYHA
HeOOXOANMOCT.

Ornrcany ca CTyHad Ha CHMIITOMH Ha OTHeMaHe IIPH HOBOPOACHH CIEH, yiorpeSaxa SSRI B kpasd Ha
opemeHHocTTa. HeoOxomuMo e HabmoaeHHe Ha HOBOPOAEHHUTE, a}gﬂ“yuorpeﬁa*ra HA ca;talnpram
MPOABIDKABa A0 KECHHTE €Tani Ha OpeMEHHOCTTa, 0cobeHo Tper}ﬁl 'tpHMﬂmp Pﬂam‘l\q
npeKpatsBate TpA6Ba n1a ce m3Gsrea no BpeMe Ha GpeMEHHOCT. | IS L '

T BN . I

-
k...



IIpu ynorpeba Ha SSRI/SNRI ot MaiikaTa B KBCHHTE eTanu Ha OpeMEHHOCTTa MOTaT Ja BE3HUKHAT
CIIEIHUTE CHMITTOMH Y HOBOPOZICHOTO: pecIHpaToOpeH AUCTpEC, IHaHO3a, anHed, I'bPUYOBe,
TeMIIepaTypHH KollebaHui, 3aTPyAHEHO XpaHeHe, TOBPHIIaHe, XHIIONTHKEMHA, XANICPTOHM,
XMITOTOHHA, XHNIEppeduIeKCHs, TPEMOP, HEPBHOCT, pa3APa3sHATEIHOCT, JIETAPryd, IOCTOAHEH 1LY,
CHH/IMBOCT H 3aTPYAHCHO 2acuBade. Te3d CHMITTOMH MOTAT Ja ¢€ JBJDKAT KaKTO Ha
CepOTOHHHEPTrHYHH ¢(eKTH Taka H Ha CHHIPOMA Ha oTHEMaHe. B roisma 4acTt oT ciiydanTe
YCIIOKHEHMATA 3aM0YBaT BeAHara WM ckopo (< 24 yaca) cirell paKaaHeTo.

Jaxmayus
Citalopram ce exCKpeTHpa B MIIIKOTO B MAITKH KongecTBa. TpaOra a ce NMpeueHd BHAMATETHO
MO/I3aTa OT KEPMEHETO H PHCK2 OT HeXXEJIaHH NEKApCTBEHH PeaKivH 3a JETETO.

4.7 EdexTn BBpXY cmoco0HOCTTA 32 Modupane B padora ¢ MAIHHHA

Citalopram oka3pa cnab 10 ymepeH ethekT BBpXY cnocobHOCTTa 3a modupane H paboTa ¢ MalIHHU,
[IcHxoTponHuTe JIeKapcTBa MOraT [a IOHHXKAT CIIOCOOHOCTTA 32 MpeLeHKa H Obp3a peakims.
[laruentrTe TpaOBa ga ObaaT HHPOPMHUPAHH 32 Te3H e(PEKTH U [a ObAaT npeIynpeacHy, e
cnocobHOCTTA 33 IWodHpaHe WM paboTa ¢ MAIIMHH MOZKE Ja ObJe HapyLlUeHa.

48  Hexenann nenapc*rﬁenn pPeaKnHH

HexenannTe peakumH, Ha0MoaaBauH ¢ citalopram ofuo ca nekn 1 nIpexoaHu. Te ce nposBABaT mpe3
IIbPBUTE CEAMHUIM Ha JIEYSHHETO H OOMKHOBEHO OTINYMABAT ¢ NoAoOpeHHE Ha NENPECHBHOTO
CHECTOAHHE.

HabmonasaHM ca CNeIHHUTE HEXKENAHH IEKAPCTBEHH PEAKLIHHU:

1IcHXWYIHH HAPVIOCHUA

Muoro uectu (>>1/10): ceunuBoct, 6e3ceEHHe, BB30ya, HEPBHOCT

Yecmu (>1/100, <1/10): HapymeH chH, HapylLIeHA KOHIICHTPALHs, 3aCHJICHO CEHYBAHE, aMHe3Ud,
CTpax, IOHKWKEHO NHOHI0, MOBHIIEH arleTHT, AHOPEKCHSA, ANAaTHA, ONUT 32 CaMOyOHIiCTBO, oﬁpraHoc*r
Heuectn (>1/1000, <1/100): eydopus, norrmeHo mTHOHIO

Peaxu (>1/10 000, <1/1 000): cynmmuans Mucnu/moeegeHue (Bix To4yka 4.4 CnieuManHH
NpeayNpexKICHHS H IIPSATIa3HA MEPKH IIpH yrioTpeda).

Hpyru: xamouuHaluuu, MaHHA, ASNEPCOHANMN3AIH, IPUCTHIN HA NAHHKA

HepBHa cHcTeMa
Mmuoro yectu (>1/10): rnasobonue, TpeMop, 3aMaiiBaHe

YectH (>1/100, <1/10): MmurpeHa, rapecte3us
Heuectu (>1/1000, <1/100): excTpanupaMHIalHA HapyLUSHHS, TIPHNATBLH
Penxu (>1/10 000, <1/1 000): ncixoMoTopHa BB30yaa/akaTi3ng (BK Touka 4.4 Crienmanau

npeayNpeKAeHNA U NIPEANasHd MepKH npH yrnotpeda).

Chp/ieYHO-CH/IOBA CHCTEMA

Muoro yecta (>1/10): cepuedbuene

Yectu (>1/100, <1/10): Taxukapaug, oprocTaTHIHA XMIIOTOHHMA, XHIIOTOHHA, XHUIIEPTOHUS
Heuectu (>1/1000, <1/100): Opaguxapans

JpyrH: HaakaMepHH ¥ KaMEpHH apUTMHAU

[ acTPDOUHTECTUHANIEH TPAKT

Muoro uectn (>1/10): raneHe, cyxoTta B ycTata, 3anek, Auapus

Yectn (>1/100, <1/10): aucnencus, noBprinane, abqoMuHamHa 0051Ka, GuaTysieHIH, MOBHUWICHO
CITFOHOOTIETIAHE

BBOpeLH i nMkoueH TPakT T R R
Yecrn (>1/100, <1/10): HapyleHO YPHHHpAHE, OOIHYPHA G T T \“‘5}5\
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Yectu (>1/100, <1/10): orcnabpaHe, HaIrbJIHABaHE

UepeH Apod M XTBYEH TPAKT
Hegectu (>1/1000, <1/100): nopuineH# CTOMHOCTH Ha qepHo,upOGHHTe €H3UMH

PecnupaTopeH TpakT
Yectu (>1/100, <1/10): pMHUT, CHHY3HT

Heuectn (>1/1000, <1/100): kammima

ITooBa CHCTEMA H MIIeYHH XKJIE3H |
YecTr: HapyilleHA €AKydalldsd, HApyUIEH OPrasbM IPH KCHUTE, MEHCTPYaTHH OIJIaKBAHHA,
HMITOTEHTHOCT

JApyr: MiIedHa cexperus OT IbPHUTE

Koxa

MHoro dectH (>1/10): noBUIIEHO H3NOTABAHE
Yectn (>1/100, <1/10): obpue, cbpdex

Heuect (>>1/1000, <1/100): ¢oTOUyBCTBHTEITHOCT
Hpyru: aHruoeaem

Quu
Mmnoro yectu (>>1/10): HapymeHa akoMogaLmA
Yectn (>>1/100, <1/10): napymeHo 3penne

CeH3opHH OpraHd
Heeru (>1/100, <1/10): napyluenn BKyCOBM ycelnanus

Yimu
Heuectu (>1/1000, <1/100): urym B ymmre

Myckyno-CKEI€THa CHCTEMA
Heuectn (>1/1000, <1/100): Muanria

Hpyru: apTpanrus

O01mm HApYIIIeHHS
Mpmuoro yectu (>1/10): acrerus

Yecn (>1/100, <1/10): ymopa, npo3sBaHe

Heuectn (>1/1000, <1/100): anepruyHy peakiyy, CHHKOIL, 0010 HePa3MIOKEHHAE

Jpyru: aHapHIakTOHOHHA peaKlHH

Penxu (>1/10000, <1/1000): xemoparus (Harip. THHEKOJIOTHYHH KPbBOM3/IMBH, FACTPOHHTECTHHAIIHH
KPBBOM3/IHUBH, €EKXUMO3a H APYTd KPHBOH3IMBH HA KOXKATa M TUTaBULIUTE)

Psanko e 611 ¢ro0meEH cepOTOHHHOB CHHAPOM IIPH MAalMEHTH, npHeMaini SSRI.

Panko ca OHIH CLOOLIECHH XHIIOHATPHEMHEA H CHHAPOM HA HAPYIICHA CEKPeLMA HA AHTUAWYPETHUCH
XOPMOH, 0cO0€HO NpH MALMEHTH B HanpeaHala BE3pacT.

CyMOTOMH Ha OTHEMaHE, HaOMIOAaBaHY TIPH MpeKkpaTaBane Ha JgeueHHeTo ¢ SSRI
CrimpaHeTo Ha fleucHHeTo ¢ citalopram (ocofGeHo KoraTo € pA3Ko) OGHKHOBEHO BOJM JO CHMITOMH Ha
otHeMane. Hali-tuecTo cr001maBanH peakiiy ca 3aMagsHOCT, CEH30PHH HapyIneHUA (BKJI. MAPECTe3us),
HapyileHus Ha ChbHA (BK. 6€3ChHHME H aKTHBHO CHHYBAHE), TPEBOKHOCT H De3nokoHCcTBO, rageHe
H/UIM MOBpEIIaHe, TpeMOp H Irmapobonune. OOHKHOBEHO TE3H CHMIITOMH Ca JIEKH 10 YMEPEHH H
caMOOTrpaHHYABAIIM ce, HO PH HAKOH NAHEHTH MoTaT aa 054aT TeXXKH H/HIH NPpOabILKHTENHU. ETo
34110, KOraTo JieYeHuero ¢ citalopram He e Beue HeoOXOonUMO, € [penophYMTEAH0-44 C€ MPOBEAE
IIOCTENEeHHO NpeKpaTABaHe Ha Tepanugara (Bx. 4.2 JlosnpoBKka H H&‘IH):FH& ﬂpmeme\ﬂ 4.4
CrenparH nNpeaynpexaeHid H rIpeina3sHH MEepKy MpH ynm‘peﬁa) x‘ -
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HaMa n3BecTHa CMBPTOHOCHA 4034, [laliMeHTH, NpuesIH A03H 1o 2 g citalopram, ca OXKHBEIH.
- EpexTHTe 1ie 0BOaT 3acHICHU NP SAHOBPEMEHEH NMPUEM Ha anKkoxXo. Be3MoxHH ca
B3aHMOASHCTBHA C TPUIHKIMYHH aATHAcHpecaHTH H MAO-uaxXuburopu.

Cumnmonmu

Crobmenn ca raficte, MOBphILAHE, HINOTABAHE, TAXHKAPAWA, 3aMaiiBaHe, KOMa, IMCTOHHA,
NPHIIaIbLH, XUIIEPBEeHTHAAUHI 1 Xunepnupekcud. Habmonapanu ca HojajneH purThM, yabmkeH QT-
uHTEpBa U WHPOKH QRS koMruiekcn. CrobLIeHH ca ¢hII0 OpaaukapaHs ¢ TEXKKA XHITOTOHHA H
CHHKOTI, |

Psinko Moxe Aa ce HaOMOAaBAT NPHU3IHALT H3 CEPOTOHMHOB CHHIPOM IIPH TEXKKO IPENO3HpaHE.
TaxuBa ca HapylI€Ha MUCIOBHa JeHHOCT, HEPBHO-MYCKYJ/IHA XUIIEPaKTUBHOCT W aBTOHOMHA
HecTaOMIHOCT. BE3MOXHO € Aa ce HaOoMaBa XMNEepIHPEKCHA U MMOBUIIABAHE HA CEPYMHATA
KpeaTHHMEKAHa3a. Pssko ce rabmonasa pabnomnonmsa.

Jeuenue |

Tpadsa na ce nanpasd EKT'. IIpu pp3pacTHH H Aena, koHTo 40 1 h ca npuenn Hax 5 mg/kg TenecHo
TerjIo, MOJKE Ja Ce NPHIOKH AKTHBEH BBITICH.

[IpumagbupTe MOTaT ja ObAAT OBJIAAAHN ¢ HHTPaBEHO3HO ﬂplﬁID}I{GHHB Ha JMa3eriaM, ako ca YecTH H
NPOABJLKHUTEITHH.

- JledeHHeTO € CUMIITOMATHYHO ¥ MOIbPXKAINO H BKIIOYRA OCHI'YPABAaHE HA CBOOOIHH JHXATEITHH
OHTHINA H MOHHTOpHpPAHE HA CHPOCYHUTE M KU3HeHHTe GyHKIHM A0 TAXHOTO CTaOHIH3HpaHE.

5. ®APMAKOJIOTUMHHA CBOUCTBA

5.1 PapmaxkoIHHAMHYHEH CBOliCcTBA

CenexrHBeH HHXAOHTOP Ha 0OpaTHOTO NoeMaHe Ha cepoToHHHA (SSRI)

ATC: NO6AB04

Citalopram ¢ arTHISNPECAHT CHC CHIIHO CEJIEKTHBHO HHXHOUTOPHO JEHCTBHE BBPXY NOEMAHETO
(uptake) na 5-hydroxytryptamine (5-HT, cepororun).

Mexanuzvm na oelcmeue u HapMaxoouHamMusHu epexmu

He ce nabmopapa pa3BHTHE Ha MIOHOCHMOCT KbM HHXHOHTOpHMA edeKT Ha citalopram BBpXY
noeManeTo Ha 5-HT nipy npoabkuTeNHO IPUITOKEHHE.

AHTHICTIPECUBHMAT e(EKT Ce CBBLP3Ba CHC CNEUMPUIHATA WHXUOUITHA Ha CEPOTOHHHOBOTO MMOCMAHE B
MO3BYHHTE HEBPOHH.

Citalopram He oxa3Ba ITOYTH HUKAKDE e(eKT BEPXY HEBPOHAIHOTO NOEMaHe Ha HOPaApEeHAIIHH,
MOITAMUH M Tama-aMMHoMacneHa kucenmura. Citalopram HAMa 1M HMa MHOTO MaThK aQMHHTET KbM
XOJIHHEPrUYHHA, XUCTAMWHEPIHYHH M JIPYTH aAPCHEPrHdHH, CEPOTOHHMHEPTHYHH M JONAMHHEPrHMHH
PELEIITOPH.

Citalopram e SuuHKIHYHO H300€H30AHA3ECMUHOBO MPOH3BOIHO, KOSTO HAMA XHMHIECKO CXOACTBO C
TPHLMKITHYHHTE U TeTPALHMKIAIHN aHTHIENPECAHTH WIK Apyrure aHTHAenpecanTH. OCHOBHMTE
MeTa00THTH Ha citalopram ca CBIIO CeIEKTHBHA HHXHOHTOPH HAa CEPOTOHHHOBOTO ITOEMAHE, HO B O~
Manka crened. Hama noxazarencrea, e MeTabomdTiTe JONIPHAHACAT 2a 001MUd aHTHACTIPECHBEH
eeKT.

5.2 PapMAKOKHHETHYHH CBOHCTBA

AOcopbus | | |
Citalopram ce abcopbupa 6Bp30 clienr DEpopPATHO NPIJIOKEHUE: MaKCHMAITHATA TJ1a3MEHA

KOHLEHTpaLHA c€ JocTura cpeaHo ciea 4 (1-7) h. AGcopOLyaTa He 3aBUCH OT IPHEMA Ha XpaHa.
[Tepopannata SHOHATHYHOCT € okoo 80 %. ST

e T
1-|.

PasnpenencHue /A R
O6embT Ha pasnpenencHue e 12-17 l/kg. Cepp3saHeTo © masmenm‘anporemn Ha 01 ’

HeroBHTE MeTabouTH e nmoxa 80 %.



Brotpancopmais
Citalopram ce Mmetabonnsupa B demethylcitalopram, didemethylcitalopram, citalopram-N-oxide u 8

ACAMUHHPAHO NMPOH3BOAHO HA NPOIMOHOBATA KUCE/IMHA. I IpoH3B0IHOTO Ha NPONHOHOBATA KHCEITHHA
¢ hapMakonOrHYHO HeaKTHBHO. OcTaHamuTe MeTa0OIMTH ca CEeJIEKTUBHM HHXUOUTOPH HA ITIOEMAHETO
Ha CEpOTOHMHA, HO N0-CJ1abH oT citalopram. |

In vivo nipoydBaHud ¢a IIOKa3aH, Ye IUIa3MCHHTE HIBA Ha citalopram ¥ HeroBHTE MeTabOIUTH
3aBUCAT OT sparteine/debrisoquine eHoTHn U mephenitoine ¢penorun. He ¢ reodbxonumMo
HHIUBHAYAIHO JO3ApaHe cnopeld Te3H (eHOTHIIHN.

Enumunupane
EnuMAHaIMOHHMAT MOMY>KHBOT € 0koJio 1 1/2 aan. ITnazMeHuaT KTHPBHC Clell CHCTEMHO

TnpwiokeHue € okoso 0.3-0.4 I/min | cnex nepopaiso nmpaiokeHne — okono 0.4 Vmin.

Citalopram ocHOBHO ce eTHMHHHpa upe3 yepHus apo6 (85 %) u vactuuno (15 %) upes 6nOperTe.
Ot mpueToTo KonmuuecTBO citalopram 12-23 % ce erMHAHMpa B HEMTPOMEHEHA (OpMa Upe3 YPHHATA.
YepuoapotHUAT KIMpBHC ¢ okono 0.3 I/min, a 6p0peunnat xmuprac € 0.05-0.08 I/min.

PaBHOBeCHa KOHILIEHTpAIMA ce AocTyra cied 1-2 ceamuim. JlokasaHa € JIHHEHHA BPb3Ka MEXKIY
pPaBHOBECHATA ILU1a3MEHa KOHIIEHTpalKs M nprIoxkeHaTa no3a. IIpu AHeBHa no3a ot 40 mg ce AocTura
cpeaHa ruta3MeHa KoHUeHTpalsa okono 300 nmol/l. HgMa ScHa BpB3Ka MEXXAY IUIa3MEHUTE HUBA Ha
citalopram ¥ TepaneBTHIHHA OTTOBOP WIH HEXEIAHHTE PCaKLIHH.

IIpn mauHeHTH B HanpeHana Bh3pacT ca HaOMOaaBaHH YAB/LKCHH CTOHHOCTH Ha BPEMETO 32 IUIasMeH
NOMYKMBOT U N1O-MaJIbK KIIMPBHC, NOpaaH ITOHKEH MeTabOIU3BM.

EmiMunupaneTo Ha citalopram € 3a0aBeHO NPH NalMeHTH ¢ HapylieHa YepHoapodHa GyHKIMA.
BpeMeTo 3a mazmeH HOIYKHBOT Ha citalopram € okomo ABa IBTH NMO-TIPOIB/LKHTEITHO H
PABHOBECHMTE IUIA3MEHH KOHIICHTPALMH ¢a OKOJIO [IBa ITHTH [I0-BHCOKH B CPaBHEHHE C MALMEHTH C
HOpMalTHa YepHOApoOHa (YyHKIHA.

EnuMuHHpaHeTo Ha citalopram e 3a0aBeHo NpH DalHeHTH ¢ J1eKa A0 yMepeHa 0s0peuna aucdyHKIu,
0e3 ChIIECTBeHO MOBMHABaHE HA papMakoKHHETHKaTa Ha citalopram. Hama nanuyHa HHpOpMALHS 3a
JIEYEHHETO Ha TALHEHTH ¢ TeXKO 0b0peunio Hapyimenue (KpeaTHHHHOB KIUpBHC o 20 ml/min).

5.3 IlpeakAHHAYHHE JAHHA 32 0€30MaACHOCT

IIpenknHHHYHKTE JAHHH He ca MoKa3and oco0eH pHCK 3a Xopa, B3 OCHOBA HA KOHBEHLIMOHANHH
OpOYIBAHKA 3a QAapMAaKONOrug Ha 0C30MACHOCT, FEHOTOKCUYHOCT W KapUHHOICHEH TTOTEHIHMANL,
HabmonaraHa e docdonHnmumosa Ha pa3nuyHE Oprasdy NPU IUTEX0BE [IPH MHOIOKPaTHO MPHIIOXKEHHE.
EdekTeT € 00paTiM citen crimpaHe Ha nprioxkeHneTo. Hatpyneane Ha ¢oconHummiy € 0uio
HalIoAaBaHO TIPH NPOABKMTEIHE POYYBAHUA TIPH JKMBOTHH C MOBHLICHO BHUMAaHHE — aMPOPHIHH
JIeKapCTBEHH MPoAyKTH. KIIMHMYHATA 3HAYMMOCT HA Te3H PE3YNITaTH HE € H3ACHEHA.

[IpoyuBanwa 3a penpOAYKTHBHA TOKCHYHOCT IIPH ILTBXOBE HE Ca MOKa3ay CKeICTHH aHOMAHH B
MOTOMCTBOTO, HO € OiIa NoBMIiIIeHA YecToTaTa Ha MmandopMauuure. [Ipeanonara ce, dye egeKTHTE Ca
CBBP3aHH ¢ (PapMaKOIOTHYHATa AKTHBHOCT WJITH €4 CIIEICTBHME OT MHTOKCHKALMA Ha MaHKkaTa. llepu- u
[IOCTHATAJIHH [IPOYYBAHMSA Ca ITIOKA3aIH [IOHHXEHO OLE/ISBAHE Ha MOTOMCTBOTO 1O BpeMe Ha NepHoza
Ha nakrauud. [IoTeHUManHHAT PHKC 3a XOpa HE € UBBECTEH.

6. G®APMAIEBTHYHH JAHHH

6.1 ChoHchK HA IOMOIIHHATE BelIeCTBA

AHOpo na mabremxama |
MHKPOKPHCTAJIHA LIe/IYJI03a R

raunepon 85 % | f;,:;f;i_,____ S }\
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HATPHEB HUIIECTEH INTHKOJIAT {THII A)
Dunrmoso nokpumue

Makporon 6000

XHIIPOMEN034a

TaJK

THTaHoB auokcun (E171)

6.2 HechbBMECTHEMOCTH

He ca u3BecTHH.

6.3 Cpuﬂ HA FOJHOCT

CpOKbT Ha rOOHOCT Ha NIPOAYKTa € 3 FOAMHHM OT JATATa Ha MPOU3BOACTBO. [la He ce npUiara cien
H3THYaHe Ha aTaTa, O3HA4YcHA BLPXY ONaKOBKATA.

6.4 Cnenna/inn ycJI0BHHE HA ChbXpaHeHHE
Hama cnienmaniau yeloBHS HA ChXpaHeHHE.

6.5 J{anHA 32 ONAKOBKATA

bmacrepu ot PVDC-PVC/Alu

OpwruHanya onakoska, chaspxkama 20, 30, 50 u 100 puimupann TadneTkH.
7. ITPATEXATEJ HA PASPEINIEHHETO 3A YIIOTPEBGA
Hexal AG

Industriestrasse 25
D-83607 Holzkirchen, I'epmanna

8. PEITUCTPAITHOHEH HOMEP B PETHCTBHPA
Cltalon 10 mg - 20060305

Citalon 20 mg - 20060306
Citalon 40 mg - 20060307

9.  JIATA HA I'BPBO PA3PEIIABAHE 3A YIIOTPEBA

22.06.2006

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

pyap e
e : 'm\,_‘
KL
My SN
P e .,\x?x
I‘.}'r_rr .':_'. . - 1-"_':{_.-.‘_ T
P .-_._ : . o :'_._-:_"J-. % 1
" .. . .Ir i "r \
i L e Y
Lo o e B I
S S B
E : i 5 :__.'." r o ;
e T,
oy - s = ! r
\1’,'-, . o ) /IY’I;
."'.h___l“h.‘ < . 1_;_ '-'H. P .'.-"
e TR
o, e
:H_\' - amet .._ﬁ'!.

hhhhh
—— T




