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Composition: Each film coated contains: Citalopram hydrobromide comresponds 1o cialopram 40mg. 1
Dosage: As diracted by the Physician

Indication, contraindication, precaution, side effect and other information: refer to enclosed package

insert. Store below 30°C. Keep out of reach of children.

Manufactured by ANFARM HELLAS 3.A.-Sxmatan Viotias, 32009. Greeca,
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Thanh phén: MGi vién nén bao phim ¢o chua: Citalopram hydrobromide twong duong citalopram 40mg.
Liéu lugng, chi dinh, ching chi dinh, lﬂutn;nn tac dyng khing mong mwuuclzlﬁm mnmmn:hmnguinsuam
trong hdp. 56 4 SX, NSX, HD xem "LOT", “EXP” trén bao bi. Ngéy hét han 1 ti&n cda thang hét han in trén bao bi,

B&o quan thudc noi khd, nhiét dj khing qua 30"0 08 «a tim tay tré em.
San xudt boi: ANFARM HELLAS S.A.- Smmﬂ\ﬂoﬁas 32009, Hy Lap.
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PRAMITAL
Citalopram 20 mg, 40 mg

Poc kj huong dan trude khi ding. Tham khao y kién bdc st dé cé thém thong tin
Chi st dung thuoc theo toa ctia bdc si.

THANH PHAN

Vién nén bao phim 20 mg: Mdi vién nén bao phim chira 20 mg citalopram (twong duong
24.98 mg citalopram hydrobromid).

Vién nén bao phim 40 mg: Moi vién nén bao phim chira 40 mg citalopram (twong dwong
49.96 mg citalopram hydrobromid).

Ta dwgc: Avicel PH-101 (cellulose microcrystallin), lactose monohydrat, natri croscarmellose
(promellose SF), tinh bt bip, glycerol, copovidon (kollidon VA64), magne stearate,
hypromellose, cellulose microcrystallin, polyoxyethylen stearate 40.

DUQC LUC HQC

ATC-code: N 06 AB 04

Citalopram 1a mdt thude @e ché tai hép thu serotonin c6 chon loc (SSRI), khong anh hudng,
hodc anh huéng rat it dén viéc hap thu noradrenalin (NA), dopamin (DA) va gamma
aminobutyric acid (GABA).

Ngugce lai v&i cac thue chong tram cam ba vong va mot s cac SSRIs mai, citalopram khong
¢6 hodc ¢o i lyc rat thiap voi mét loat cac thu thé bao gdm cac thu thé 5-HT 1A, 5-HT2, DA
D1 va D2, al-, a2-, B-adrenoceptors, histamin H1, muscarin cholinergic, benzodiazepin, va cac
thu thé opioid. Viéc khéng co anh huong 1én cic thu thé co thé giai thich 1y do tai sao
citalopram it gdy ra céc tic dung phu thudng gap nhu khé méi, roi loan bang quang va rudt, md
mét, budn ngu, doc tinh trén tim va ha huyét ap tu the.

Ngan chan cac cur dong mit nhanh (REM) khi ngu dugc coi 1a mot dau hiéu coa hoat dong
chong trdm cam. Ciing nhu cic thude chéng trim cam ba vong, cac SSRI va céc thude e ché
MAO khac, citalopram ngan chdan REM khi ngu va lam tang song cham sau khi ngu.

Mic du citalopram khong két hop véi cac thu thé opioid, cac thu thé nay c6 tac dung chong
nhin cam dau cia thudc giam dau opioid thuong duge sir dung. Cé thé cac hoat dong thai qua
do d-amphetamin gay ra sau khi sir dung citalopram.

Céc chét chuyén hoa chinh cua citalopram 1 tat ca cac SSRIs mic di tiém ning va ty 1é chon
loc cua ching thap hon so véi cua citalopram. Tuy nhién, ty 1& chon loc cta cac chat chuyén
hoa cao hon so vdi cua nhirng SSRIs mai.

0 nguoi, citalopram khong lam giam nhan thire (chire nang tri tu¢) va tam than va cé it hodc
khéng c6 dic tinh an than, ca sir dung mét minh hodc két hop véi ruou.

Citalopram khong lam giam luu lwgng nuée bot trong mot nghién ciru liéu duy nhat & nguoi
tinh nguyén va khong c6 nghién ciru ¢ nguoi tinh nguyén khoe manh chimg t6 citalopram ¢
anh huong dang ké trén cdc thong s6 tim mach. Citalopram khong c6 anh huong dén nong do
cua prolactin va hormon ting truong trong huyét thanh.
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DUQC PONG HQC

Hap thu

Hap thu gan nhu hoan toan va phu thuc vao Iugng thirc in (Thdi gian trung binh téi da/ trung
binh 14 3.8 gio) Sinh kha dung duong uéng khoang 80%

Phén b6

The tich hdp thu biéu kzen (Vd)P khoang 12,3 L/kg. Citalopram va cac chat chuyén héa ciia n6
gin két véi protein huyét twong dudi 80%

Chuyén hoa _

Citalopram dugc chuyén hoa thanh demethyl Citalopram, didemethyl Citalopram, Citalopram-
N-oxide hoat hoa va dan chat khir propionic acid khong hoat dong. Tat ca cac chét chuyén héa
hoat dong ciing nhu cac SSRI, mic dit yéu hon so v6i hgp chat goe. Citalopram dang khong dbi
14 hop chat chi yéu trong huyét trong.

Thai trie

Thoi gian ban thai (T ¥ B) la khoang 1,5 ngay va do thanh thai citalopram toan co thé (CLs) 1a
khoang 0,33 L / phut, va dj thanh thai duong udng (Cl oral) la khoang 0,41 L / phut.

Citalopram dugc bai tiét chu yéu qua gan (85%) va phan con lai (15%) qua than. Khoang 12%
liéu hang ngay dugc bai tiét trong nudc tiéu la citalopram dang khong ddi. D§ thanh thai cua
gan (con lai) la khoang 0.35 Lf’phut va do thanh thai cua than 1a khoang 0.068 L/ pht.

Dong hoc 1a tuyén tinh. Nong d 6n dinh trong huyét tuong dat dugc trong 1-2 tuan. Nong do
trung binh la 250 nmol/L (100-500 nmol/L) dat dugc ¢ liéu hang ngay 40 mg. Khong c6 moi
quan h¢ rd rang giita nong do citalopram huyét twong véi dap (g diéu tri va cac tac dung phu.

CHIi PINH
Di€u tri bénh trdm cam trong giai doan dau ciing nhu dicu tri duy tri chong téi phat.
Pramial ciing dugc chi dinh déu tri roi loan hoang s¢ c6 hodc khdong cé chimg s¢ dam déng.

LIEU DUNG VA CACH DUNG

Liéu ding

CAC GIAI DOAN TRAM CAM NANG

Citalopram khuyén céo lidu 1a 20 mg dang don liéu.

Phu thuge vao dap {mg cuia timg bénh nhén, lidu cé thé tang 1én tdi da 40 mg moi ngay.

Liéu khuyén céo 1a 20 mg mdi ngay. Nhin chung, bénh cai thién sau mét tudn, nhung cé thé chi
cai thn;n rd tir tuan thir hai sau khi diéu tri.

Nhur tat ca cac thude chong tram cam, nén xem xét va diéu chinh liéu, néu can, trong vong tir 3
dén 4 tuin sau khi khoi dau diéu tri va sau khi danh gia 1am sang thich hop. Néu sau vai tuan
diéu tri voi litu khuyén cdo ma dap tmg khong du, c6 thé tang lidu 1én toi da la 40 mg mot
ngay, mdi 1an ting 20 mg tuy theo dap g cta bénh nhan. Mac di ¢6 thé lam ting cic tic
dung khéng mong muén & lidu cao hon. Nén didu chinh lidu cén thén d6i véi timg bénh nhan,
dé duy tri o liéu thap nhat c6 hi¢u qua.

Bénh nhan bj tram cam nén dugc diéu tri toi thiéu trong 6 thang dé dam bao cit duge cac tridu
ching.

ROI LOAN HOANG SO

Bénh nhén nén dugc bat dau 10 ‘mg/ngay va tang dan m61 10 mg theo dép mg cua bénh nhén
dén liéu khuyen c4o. Lidu khuyén céo la 20-30 mg mdi ngay. Nén khoi dau lidu thap dé giam
thiéu nguy co xau di cua céc triéu chirng hoang s¢, chiing thudmg xay ra sém trong didu tri roi
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loan nay. Néu sau vai tudn diéu tri voi liéu khuyén cao ma dap {mg khong dii, c6 thé tang lidu
1én t6i da 1a 40 mg mot ngay. Mic du ¢6 thé lam tang céc tac dung khong mong muén & lidu
cao hon. Nén didu chinh liéu cin thin déi v6i timg bénh nhén, dé duy tri & lidu thdp nhat cé
hiéu qua.

Bénh nhan mic ching roi loan hoang s¢ nén diéu tri du thoi gian dé dam bao cit duge cac tridu
chirng. Giai doan nay c¢6 thé 1a vai thang hodc tham chi 1au hon.

Bénh nhan 1én tudi (> 65 tudi): Giam con nira liéu khuyén cao mdi ngay, liéu 10- 20 mg/ ngay.
Liéu diing c6 thé tang 1én dén ti da cho ngudi gia 1320 mg mbi ngay.

Tré em va thanh thiéu nién (<18 tudi): Pramital khéng duge sir dung cho tré em va thanh thidu
nién dudi 18 tudi.

Suy chirc ning gan: Liéu dung nén han ché & mire dudi cua gidi han cho phép, liéu khoi dau 10
mg/ngay trong 2 tuan dau diéu tri ¢ b(,nh nhan suy gan nhe¢ hodc vira. Phu thuge vao dap (mg
ctia timg bénh nhan, lidu c6 thé ting t6i da 20 mg/ ngay. Than trong va theo doi cén than &
bénh nhan suy gan ning.

Suy chirc ning thin: Khong can chinh lidu trong trudmg hop suy than nhe hodc trung binh.
Khéng cé nghién ctru trong nhitng truong hgp suy thin ning (dd thanh thai creatinin < 20
ml/phut).

Cac triéu chirng cai thudc khi ngung Pramital

Tranh ngung thude dot ngét. Khi ngung diéu tri voi Pramital, nén giam liéu dan dan, it nhat
trong 1-2 tuan dé giam nguy co cac phan ung . Néu xay ra cac triéu chimg khong dung nap sau
khi gidm liéu hodc khi ngimg diéu tri, c6 thé can nhéc ding lai lidu trude dé. Sau dé, cb thé tiép
tuc giam liéu, nhung véi mot toe dd cham hon.

Cdch diing

Str dung dang bao ché thich  hop voi ham lugng thude ké don.

Pramital dugc ding mét liéu duy nhit mdi ngay. Co thé udng tai bt ky thdi gian nao trong
ngay, dung chung hoac khong cung thirc an.

CHONG CHI PINH

Qua min cam véi hoat chit hodc bét ky ta dugc nao cua thude.

Céc chét e ché monoamin oxidase (MAOIs)

Mt s6 trrong hop ¢6 cac biéu hién twong ty nhu héi chimg serotonin. ‘
Pramital khéng nén dung cho bénh nhan dang diéu tri véi MAOIs, ké ca selegillin, véi liéu
hang ngay vuot qua 10 mg/ngay.

Pramital khong nén dung trong vong 14 sau khi ngirng MAOI khong thudn nghich hodc trong
thori gian quy dinh sau khi ngirng mét MAOI thudn nghich (RIMA) nhur t& huéng dén sir dung
cua RIMA.

MAOIs khong nén dung trong vong bay ngay sau khi ngung Pramital.

Pramital bi chéng chi dinh khi két hop véi linezolid trir khi c6 nhimg phuong tién giam sat chat
ch& va theo ddi huyét 4p.

Pramital khong nén ding dong thoi véi pimozid.

THAN TRONG

Tu t/v nghi tur tir hodc 1am sang xau di: Tram cam lién quan v&i ting nguy co y nghi tr ti, lam
hai ban thin, va tir tir (céc bién c6 lién quan dén tur tir). Nguy co nay van con cho dén khi bénh
thuyén giam déng ké. Khi bénh khéng thé cai thién trong vai tuin dau diéu tri, bénh nhan nén
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dwgc theo doi chit ché cho dén khi cai thién. Nguy co tir tir c6 thé tang trong giai doan dau hoi
phuc.

Cac tinh trang tam than khac khi st dung Pramital ciing c6 thé ¢6 lién quan véi tang nguy co
clia cac blen cd lién quan dén ty tir. Ngoai ra, nhimg tinh trang nay co thé la bénh ph01 hgp voi
rbi loan tram cam nang. Do do, cac bién phap dé phong twong tu dugce xem xét khi diéu tri cac
bénh nhan rdi loan trim cam nang bi cdc r6i loan tam than khac.

Bénh nhén c6 tién sir ¢6 céc bién b lién quan dén tir tir, hodic nhirng ngudi ¢6 biéu hién tu tir &
mirc do dang ké trude khi bit dau diéu tri c6 nguy co 1én hon vé v nghi ty tir hodic ty tir, va nén
dugc theo ddi cin than trong giai doan diéu tri.

Gié{n sat chat ch€ b¢nh nhén, dic bi¢t la nhimg b¢nh nhén ¢6 nguy co cao nén diéu trj bﬁng
thude dic bi¢t 1a trong diCu tri sém va thay doi liéu sau day. Bénh nhan (va nhimg ngudi cham
séc bénh nhan) nén duge canh bao vé sy can thiét dé theo doi bat ky tinh trang lam sang xau di,
hanh vi va y nghi ty tr, hodc nhirng thay doi bat thuong trong hanh vi va can sy tr van y té
ngay 13p trc n€u hién dién nhimg tri¢u chimg nay.

Sir dung & tré em va thanh thiéu nién dlrcn 18 tudi: Pramital khong nén su dung de didu tri cho
tré em va thanh thiéu nién dudi 18 tudi. Cac hanh vi lién quan dén tyr tir (c6 ging tu tir va y
nghi tir tir) va thi dich (cht yéu 12 hanh vi gay hén, chong d6i va tire gian) da duoc ghi nhan
mdt cach thlrcmg xuyén hon trong céc thir nghiém 1dm sang & tré em va thanh thleu nién duge
diéu tri voi thude chdng tram cam so vaGi gia dugc. Néu cin diéu tri theo nhu cau lim sang,
bénh nhan can dugc theo ddi cin than cac tridu chimg tu tir.

Ngoai ra, hién khong cé dir liéu an toan trong dai han & tré em va thanh thiéu nién vé ting
trudng, trirdng thanh, phét trién nhén thic va hanh vi.

Bénh nhan 1én tudi: Thén trong khi sir dung diéu tri bg:nh nhén lém tudi.

Suy chirc néng gan-thin: Thén trong khi str dung diéu tri bénh nhan suy chirc nang gan-than.
Lo au nghich ly: Mot s6 bénh nhan méc ching r6i loan hoang s¢ ¢6 thé ting cac triéu chimg lo
ling khi bﬁt dAu diéu tri voi thude chong tram cam. Phan g nghich ly nay giam xudng trong
vong hai tudn dau diéu tri. Dung lidu thip khai ddu dé giam tac dung lo 4u nghich ly.

Ha natri mau: Ha natri mau, c6 thé la do bai tiét hormon chéng bai niéu khong thich hop
(SIADH), da dugc bdo cao nhu la mgt phan (mg bat lgi hiém gap khi str dung cac SSRIs va
thuong hol phuc khi ngung diéu tri. Bénh nhéan nir cao tudi dudng nhw cé nguy co dic biét cao.
Ching nim ngéi khong yén: Viée sir dung SSRIs/SNRIs ¢6 lién quan voi chimg nim ngoi
khong yén, dic trung bm kho chiu chu quan hoic lo ling bén chén va can di chuyén, thuong
kém v6i khong thé ngdi hodc ding yén. Nhitng biéu hién nay cé thé xay ra trong vong vai tudn
dau didu tri. O nhitng bénh nhén c6 céc triéu chimg, viéc ting liéu cé thé c6 hai.

Hung cam: O nhimg bénh nhin bi bénh hung-trim cam, c6 thé thay déi dén cac giai doan hung
cam. Néu bénh nhan vao mét giai doan hung cam, nén ngung Pramital.

Dong kinh: Con dong kinh la mét nguy co tiém tang véi cac thude chong tram cam. Nén ngung
Pramital trong bét ky bénh nhén nao c6 con dong kinh. Pramital nén tranh ¢ nhimg bénh nhan
dong kinh khong on dinh va nhirng bénh nhan dong kinh da kiém soat nén theo ddi can than.
Nén ngung Pramital néu co su gia ting tan sudt con co glat

Dai thao duorng 0 nhirng bénh nhan dai thao duong, didu tri voi SSRI co thé thay 601 kiém
so4t dudmg huyét. Liéu Insulin va / hodc thudc ha duong huyét duong udng cé thé can phai
diéu chinh. ) )

Tang nhédn 4p: Nhu cac SSRI khac, Pramital co thé gay gian dong tir va nén dugc sir dung than
trong & nhimg bénh nhan ting nhin ap gbc hep hodc ¢o tién sir ting nhin ap.
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Hoi chimg Serotonin: Trong vai trudng hop hiém, hoi chimg serotonin di dugc bdo cdo &
nhimg bénh nhan str dung SSRIs. Sy két hgp cua céc tri¢u chimg nhu kich dong, run, co co va
ting than nhiét ¢6 thé xac dinh tinh trang nay. Nén ngung Pramital ngay lap tirc va diéu tri trigu
chimg.

Céc thudc tiét serotonin: Pramital khéng nén sir dung ddng thdi véi cac thube ¢é tac dung tiét
serotonin nhu sumatriptan hodc cac triptans khéc, tramadol, oxitriptan va tryptophan.

Xuét huyét: Pa c6 cac bao cdo vé kéo dai thoi gian xuét huyét va / hodic xuét huyét bat thuong
nhu vét bam xuét huyét, xuat huyét phu khoa, xudt huyét tiéu hoa va cac xuat huyét & da hoic
niém mac khac voi SSRI. Cin than trong ¢ nhirng bénh nhan dung SSRI, dic biét khi sir dung
ddng thoi cac hoat chat duge biét la ¢6 anh hudng dén chirc ning tiéu cau hoac cac hoat chét
khac ¢o thé 1am ting nguy co xudt huyét, ciing nhu & nhimg bénh nhén ¢6 tién sir cac ri loan
xuat huyét.

ECT (Liéu phép dién co giat): Kinh nghiém 1am sang con han ché khi sir dung ddng thoi SSRI
va ECT, do d6 nén than trong.

Céc thude e ché chon loc MAO-A thuéin nghich: Sy két hop Pramital véi cac chét trc ché
MAO-A noéi chung la khong duge khuyén cao do nguy co khai phat hoi chimg serotonin.

St John’s wort: Tac dung khong mong mudn c6 thé phé bién hon trong khi sir dung dong thoi
Pramital va cic ché pham thao duoc ¢ chira St.John’s wort (Hypericum perforatum). Vi vy
khong nén sir dung dong thoi Pramital va céc ché pham St John’s wort.

Cac triéu chirng cai thuéc khi ngung diéu tri SSRI: Tridu chitg cai thudc khi ngirmg diéu tri la
pho bién, dic biét néu ngung dot ngdt. Trong mot thir nghiém lam sang phong ngura tai phat voi
citalopram, cac bién cb bat lgi sau khi ngung diéu trj tich cyc di duge ghi nhan & 40% bénh
nhén so voi 20% ¢ nhirng bénh nhan tlep tuc citalopram.

Nguy co cua cdc triéu chu’ng cai thude c6 thé phu thuge vao nhiéu yéu to bao gom ca thoi gian
va liéu diéu tri va toe d6 giam lleu Chong mit, roi loan cam giac (bao gom ca di cam), rdi loan
gidc ngu (bao gdm ca chimg mat ngu va nhirng glac ma dir doi), kich dong hodc lo 1ang budn
non va/hogdc non, run, lu lan, toat md héi, nhirc dau, tiéu chdy, danh trong ngye, roi loan cam
xtic, kich thich, va réi loan thi gidc la nhitng phan img phé bién nhét da dugc bao cdo.

Noi chung, cac triéu ching nay la nhe dén trung binh, tuy nhién, mdt s6 bénh nhan c6 thé
nghiem trong. Cdc tri¢u ching nay thuong xay ra trong vai ngay dau ngung diéu tri, nhung co
rat hiém cac bdo cdo vé céc triéu ching nay & nhimg bénh nhan da v6 tinh quén mot lidu. Noi
chung, céc triu chimg nay tw gi¢i han va thuong hét trong vong 2 tudn, mic di trong mot s6
bénh nhan c6 thé kéo dai (2-3 thang hodc hon). Do dé, khuyén céo Pramital nén giam dan khi
ngung didu tri trong khoang thoi gian vai tudn hodc vai thang, theo nhu cau cta bénh nhan.
Bénh tim than: Piéu tri bénh nhan tim than vdi cac gial doan tram cam c6 thé 1am ting cac
triéu chimg tam than.

QT kéo dai: Nong do cao cua chat chuyen héa phu (didemethyl citalopram) vé mit ly thuyét c6
thé kéo dai khoang QT & bénh nhan dé mic, bénh nhéin ¢6 hdi chang QT kéo dai bam sinh hodc
¢ nhirng bénh nhén ha kali mdu / ha magne mau. Nén theo doi dién tam d6 trong truomg hop
qué lidu, hodc cic tinh trang thay d6i chuyén héa véi ting nong do dinh, vi du nhu suy gan.

T4 duge: Thube c6 chita lactose monohydrat. Bénh nhan ¢6 van dé vé di truyén hiém, khong
dung nap galactose, Khiém khuyét Lapp hoac kém hip thu glucose-galactose khong nén sir
dung thudc nay.
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TUONG TAC KHAC

Cac tuong tac duoce luc hoc

O mire d6 duoc déng hoc cac truong hop hoi chimg serotonin voi citalopram va moclobemid
va buspiron da dugc bao céo.

Cdc két hop chong chi dinh

Uc ché MAO: Viée sir dung dong thdi citalopram va (re ché MAO c6 thé dan dén cac tic dung
khong mong mudn nghiém trong, ké ca hoi chirng serotonin.

Céc truomg hop phan (mg nghiém trong va doi khi gy tir vong da dugc bao cao ¢ nhimg bénh
nhén diéu tri SSRI két hop vai thude irc ché monoamin oxidase (MAOI), bao gdbm cic MAOI
khong thudn nghich selegillin va MAOI thuan nghich linezolid va moclobemid va ¢ nhimng
bénh nhan da ngung SSRI gan day va da duoc bat dau véi mot MAOILL

Mot sb truong hgp c6 céac biéu hi¢n twong ty nhu hdi chimg serotonin. Cdc triéu chimg tuong
tac ctia hoat chat véi MAOI bao gom: Kich déng, run, co co, va tang than nhiét.

Pimozid: St dung dong thoi mot liéu don 2 mg pimozid cho cac déi tuong dugc diéu trj voi
racemic citalopram 40 mg / ngay trong 11 ngay lam tang AUC va Cmax cta pimozid, mic du
khong nhét quan trong nghién ctru. Sir dung dong thoi pimozid va c1talopram lam tang khoang
thoi gian QTc trung binh khoang 10 mili gidy. Do su tuong tac dd hru y & mot lidu thip
pimozid, Sir dung dong thdi citalopram va pimozid 1a chdng chi dinh.

Céc két hop can thén trong

Selegillin (chat irc ché chon loc MAO-B): Mot ngluen curu tuo’ng tac dugce dong th/du‘oc lyc
hoc véi vige sir dung dong thoi citalopram (20 mg mdi ngay) va selegillin (10 mg moi ngay)
(mot chat e ché chon loc MAO-B) da chimg minh khéng co tuong tac c6 lién L quan vé mit lam
sang. Viéc sir dung dong thoi citalopram va selegillin (véi liéu trén 10 mg mdi ngay) 1a khong
duge khuyén céo.

Cdc thuéc tiét serotonin

Lithium va tryptophan: Khong c¢6 twong tac duge lye hoe da duge tim thay trong cac nghién
ctru lam sang, trong do citalopram da dugc dung dong thoi véi lithium. Tuy nhién, di c6 cac
bao cao tang tac dung khi sir dung SSRIs vai lithium hodc tryptophan va do do vige sir dung
dong thoi citalopram vdi cdc thu6c ndy phai than trong. Theo ddi dinh ky nong d9 lithium nén
dugc tiép tuc nhur thuong 18.

Str dung dong thai vai cac thude tiét serotonin (nhir tramadol, sumatriptan) cé thé din dén ting
tac dung lién quan dén 5-HT.

Cho dén khi ¢ nhiéu nghién ciru méi, viée sir dung dong thoi cia citalopram va cac thudc chu
van 5-HT, nhu sumatriptan va cac triptans khac 1a khéng duge khuyén cdo.

St John's wort: Tuong tac dong gitra cac SSRI va thao dugc St John’s wort (Hypericum
perforatum) c6 thé xay ra, dan dén tang tac dung khong mong muén. Tuong tac duge dong hoc
chwa dugc diéu tra.

Xudt huyét: Than trong & cac bénh nhin dang duge d1eu tri dong thoi véi cac thude chéng dong
mau, cic thuc anh huong dén chirc ning tiéu cdu, nhu thude khang viém khéng steroid
(NSAIDs), axit acetylsalicylic, dipyridamol, ticlopidin hodc cac thudc khac (nhu thude chong
loan than khéng dién hinh, cac phenothiazin, thuéc chéng tram cam ba vong) c6 thé lam ting
nguy co xuat huyét.

ECT (Liéu phdp dién co gigt): Chua cé nghién ciru 1am sang xac 1ap cac nguy co hodc lgi ich
cua viée sir dung két hop ECT va citalopram.

,\/lfﬁj ot



Rugu: Khong c6 tuong tic duge dong hoc hodac dugce luc hoc da duge chimg minh giira
citalopram va rugu. Tuy nhién, khong nén két hop citalopram va ruqu.

Cdc thuée gdy QT kéo dai hodic ha kali méu / ha magne mau

Can than trong khi str dung dong thoi thude kéo dai khoang QT hodc cac loai thude 1am ha kali
mau/ha magne mau khac do ching, cling nhu citalopram, ¢6 kha néng lam kéo dai khoang QT.
Cde thuée lam giam ngudng dong kinh: SSRI c6 thé lam giam ngudng dong kinh. Can than
trong khi dung dong thoi cac thude co kha nang ha thap ngudng dong kinh (nhu cac thude
chong trim cam 3 vong, SSRIs, thudc an than [phenothiazin, thioxanthenes va
butyrophenones]), mefloquin, bupropion va tramadol).

Desipramin, imipramin: Trong mot nghién ciru dugce dong hoc da duge chimg minh khéng ¢6
anh huong trén nong do ca citalopram va imipramin, méic du nong d6 cua desipramin, chit
chuyén hoa chinh cta imipramin dugc tang I1én. Khi desipramin dugc két hop véi Citalopram
lam ting nong @6 desipramin huyét twong. Can giam liéu desipramin.

Cdc thuéc an than: Kinh nghi¢m véi citalopram da khéng cho thdy co bat ky su tuong tac 1am
sang nao lién quan véi thude an than. Tuy nhién, nhr vai SSRI khéc, khong loai trir kha ning
tuong tac duge dong hoc.

Twong tac duge dong hoc

Citalopram chuyén héa thanh demethyl citalopram qua trung gian CYP2C19 (khoang 38%),
CYP3A4 (khoang 31%) va CYP2D6 (khoang 31%) nhiing enzym dong phan cia hé cytochrom
P450. Thuc chit citalopram duoc chuyen héa bai nhiéu hon mgt CYP ¢6 nghia 1a viée e ché
chuyén héa ctia né it hon viée (rc ché cua mét enzym co thé dugc bu trir bai mét enzym Khac.
Vi véy, sir dung dong thoi citalopram véi cac thude khac trong thuc hanh 1am sang ¢6 rat it kha
néng gay tuong tac dugce dong hoc.

Thuee phém: Sy hip thu va cac dic tinh duge dong hoc khac cia citalopram khong dugc bao
céo la bi anh hudng bai thire an.

Anh huéng ciia cdce thuée khdc trén dicoe dong hoc cua citalopram

Sir dung dong thai voi ketoconazol (chét e ché CYP3A4 manh) khong lam thay déi dugce
dong hoc cua citalopram.

Mot nghién ciru twong tic duge dong hoc cua lithium va citalopram khéng cho thiy bat ky
tuong tic duge dong hoc nao.

Cimetidin: Cimetidin, mét chit irc ché enzyme da duoc biét, gy ting nhe nong d6 trung binh &
trang thai on dinh cua citalopram. Can thén trong khi sir dung citalopram lidu cao trong két hop
v6i cimetidine liéu cao. Str dung dong thoi csCxtalopram (enantlomer hoat hoa cua Cltalopram)
voi 30 mg omeprazol mét lan mdi ngay (mét chat tre ché CYP2C19) dan dén tang nong do
trung binh trong huyét twong cua LsCllalopram (khoang 50%). Vi vy, can than trong khi dung
dong thoi véi cac thube e ché CYP2C19 (nhu omeprazol, esomeprazol, fluvoxamin,
lansoprazol, ticlopidin) hodc cimetidin. Giam liéu cua cudloprdm ¢6 thé 1a can thiét dya trén
viée theo ddi céc tac dung khong mong mudn trong thoi gian diéu tri dong thoi.

Metoprolol: EsCitalopram (enantiomer hoat héa cua citalopram) 12 mot chét e ché enzym
CYP2D6. Can thin trong khi sir dung déng thoi citalopram véi cac thude chi yéu duge chuyén
héa bdi enzym nay, va c¢6 pham vi didu tri hep. vi du nhu flecainid, propafenon, va metoprolol
(khi duge sir dung trong suy tim), hodic mét sé thude hoat dong trén hé than kinh trung wong
duge chuyén héa chu yéu bai CYP2D6, nhu céc thudc chdng trdim cam nhu desipramin,
clomipramin, nortriptylin hodc céc thudc chéng loan than nhw risperidon, thioridazin va
haloperidol. Di¢u chinh liéu ¢6 thé dugce phép. Sir dung dong thdi véi metoprolol 1am ting gap
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d6i nong do cua metoprolol trong huyét twong, nhung ting tic dung ctiia metoprolol trén huyét
p va nhip tim 12 khong c6 ¥ nghia thong ké.

Anh huomg cua citalopram trén cdc thudc khdc.

Mot nghién ciru tuong tac duqc lyc hoc/duge dong hoc véi v1ec sur dung dong thoi citalopram
va metoprolol (mét chat nén CYP2D6) cho thay lam ting gap d6i nong do metoprolol, nhung
tang tac dung cua metoprolol trén huyét ap va nhip tim 1a khong ¢é y nghia thong ké & ngudi
tinh nguyén khoe manh.

Citalopram va demethyl citalopram 1a nhimng chat rc ché khéng dang ké cua CYP2C9,
CYP2E1 va CYP3A4, va chi e ché yéu cia CYP1A2, CYP2C19, CYP2DG6 so véi cac SSRI
khac duge xac dinh 1a cac chit trc ché manh.

Levomepromazin, digoxin, carbamazepin: Do khong thay doi hodc chi thay doi rat nho khong
quan trong vé lam sang da dwgc ghi nhan khi sir dyng citalopram véi cac chat nén CYP1A2
(clozapin va theophyllin), CYP2C9 (warfarin), CYP2C19 (imipramin va mephenytoin),
CYP2D6 (sparteine, imipramin, amitriptylin, risperidon) va CYP3A4 (warfarin, carbamazepin
(va chat chuyén hoa epoxid carbamazepin) va triazolam).

Khéng c¢6 tuong tac duge dong hoc gifra citalopram va levomepromazin, hodc digoxin, (xac
dinh citalopram khéng gay ra ciling khong trc ché P-glycoprotein).

SUDUNG CHO PHU NU CO THAI VA CHO CON BU

Mang thai: Mot s6 lugng lon cac dir liéu trén phu nir mang thai (két qua quan st trén 2.500
bénh nhan mang thai c6 sir dung thude) cho thay khong c6 di tat thai/doc tinh & tré so sinh.
Pramital ¢ thé duoc sir dung trong thoi ky mang thai néu can thiét sau khi can nhic than trong
loi ich nguy co.

Tré so sinh can duge theo doi néu me st dung Pramital tiép tuc vao giai doan cudi cua thai ky,
dic bit la trong tam cé nguy¢t thir ba. Nén tranh ngung thude dot ngdt khi mang thai.

Cac triéu chimg sau day c6 the xay ra ¢ tré so sinh sau khi me str dung SSRI/SNRI trong nhirng
giai doan cudi cia thai ky: Suy hé hép, tim tai, ngung thd, co giat, nhiét d6 khong 6n dinh, bi
khé, nén mira, ha duong huyét, ting truong luc co, giam truong lrc co, ting phan xa, run, hét
hoang, kich thich, tho o, khéc lién tuc, budn ngu va kho ngu. Nhirng tri¢u chimg nay c6 thé 1a
do cac anh huong tiét serotonin hodc cac tri¢u chimg ngung thudc. Trong da s6 trudong hop,
bién chimg bt dau ngay lap tirc hodc som (<24 gid) sau khi sinh.

Dir liéu dich té hoc cho thé} viée str dung SSRI trong thai ky, dic biét & cudi thai ky, co thé
1am ting nguy co ting ap phoi lién tuc & tré so sinh.

Cho con bii: Pramital dugc bai tiét vao sita me. Ngudi ta ude tinh ring cdc tré so sinh b me s&
nhin dwoc khoang 5% liéu hang ngay ctia me lién quan dén trong lwong (mg/kg). Khong ¢
hoic chi ¢6 céc bién ¢6 nho duge ghi nhan & tré so sinh. Tuy nhién, nghién ciru hién c6 khong
du dé danh gia vé nguy co cho tré. )
Khuyén cao nén than trong. Néu diéu tri v&i Pramital duge xem 1a can thiét, nén cén nhic
ngung cho con bu.

ANH HUONG PEN KHA NANG LAI XE VA VAN HANH MAY MOC

Pramital cé anh huong nhe hodc vira phai dén kha nang diéu khien tau xe va van hanh may
moc.

Bénh nhan st dung ‘thuf')c hudng tam than ¢ thé giam sy chii v va tap trung do bénh, va cac
thudc huéng tim than c¢é thé lam giam kha ning phan doan va phan tng véi cac truong hgp
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khén ca”i]g. Bénh nhén nén dugc thong bao vé nhitng anh huong nay va canh bao ring kha ning
dicu khién tau xe hay van hanh may moc c¢o thé bi anh huong.

TAC DUNG KHONG MONG MUON

Phén ting ngoal y khi dung citalopram thong thudng la nhe va thoang qua. Cac phan ing nay rd
nhét trong tuan ddu tién sir dung thudc va giam dan khi bénh tram cam dugc cai thién.

Céac phan rng sau c6 lién quan lidu la: ting tiét md hoi, kho miéng, mét ngu, budn ngu, tiéu
chay, budn nén va mét moi.

Béng dudi cho thiy ty 1¢ % céc phan tng bit loi cia thude ¢6 lién quan dén SSRIs va/hodic
citalopram thay ¢ >1% bénh nhan trong nghlen ctru lam sang mu do6i hodc trong qua trinh luu
hanh. Cac tan Xudt xay ra phan tng ngoai y: rat thuong gip (= 1/10; > 10%); thuong gap (>
1/100 dén < 1/10; 2 1% dén < 10%): it gﬁp (= 1/1,000 den < 1/100; > 0,1% dén < 1%); hiém
gip (= 1/10,000 dén < 1/1,000; > 0,01% dén < 0.1%); rat hiém gap (< 1/10,000; < 0,01%) va
chua biét (khéng thé uéc tinh dua trén dir liéu hién c6).

Phan loai theo hé co quan Tan suat Phan g ngoai y
Roi loai mach mau va hé bach o T
huvét Chua bict Giam tiu cau
y I .
R&i loan hé thong mién dich Chua biét Qua man, phan tmg phan vé
R&i loai ndi tiét Chua biét Roi loan bai tiét ADH
. - Giam cam giac ngon miéng,
Thtng gip sut cdn

R&i loan chuyén héa va dinh et Tang cam giac ngon miéng,
dudng ' ting cin

Hiém gap Giam natri mau

Chura biét Giam kali mau

Kich dong, giam ham muon
tlnh duc, lo lang, cang thang,

Thuting ghp réi loan, cuc khoai bat thuong
(ni¥), gidc mo bat thudng.
: 5 hang, roi | ha
R4 loan tam thén - HOLL ARG, 1) oen nn
It gap ca_ch, 40 giac, roi loan tinh
than. ) ‘
Hoang loan, nghién rang, bon
Chura bieét chon, cé y dinh tu tir, c6 hanh
vi tu tir?
Rat thurong gap Buon ngu, mat ngu, nhic dau
Thudne oi Nhire moi, budn nén, chong
ng gap mat, mat tap trung
% o B o It gdp Ngat
Ro1 loan hé than kinh = == 7
B Co gidt, loan van djng, roi
Hiém gép | -
oan vi giac
Chua bidt Co gidt, hoi ching serotomn

roi loan ngoai that, ngdi
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khong yen roi loan vén dong

Réi loan thi gic ft gip Gian dong tir mit nghiém
trong
Chua biét R6i loan tdm nhin
Roi loan tai Thuong gép U tai
ft gan (;hl.'rng nhip tim chdm, nhip
R&i loan nhip tim L nhanh ' ——=z
' Chua bit Kéo dai QT'{, loan nhip that
' bao gém xodn dinh.
£, : Hiém gap Xudt huyét
KAt logn.migeh miu Chua biét Ha huyét ap
R6i loan hé ho hap trén va It gap Ngap
trung gian Chura biét Nhoi méu co tim
Rat thuong gip Kho miéng, buon nén
Ri loan tiéu héa Thuong gap Tiéu chay, nén mira, tdo bon
Chua biét Xuat huyet tiéu hoa (bao gom
ca xuat huyét truc trang)
Hiém gip Viém gan
Réi loan gan mat Chua biét Chl'fc nang gan bat binh
thuong
Rét thuong gip Tang tiét md hoi
Thuong gip Ngira
R&i logn da vi mé dudi da - NOimEday, rng tos, phut
It gap ban, ngtra, phan tmg nhay
cam vo1 anh sang
Chura biét Hoai tir, phu mach
R6i loan co xurong khép Thudng gap Dau co, dau khop
R6i loan than va tiét ni¢u It gdp Bi' tiéu _ '
: : Bat luc, roi loan xuat tinh,
Thuong gap xuit tinh thét bai.
Réi loan tuyén vi va hé thong It gap Nir: Rong kinh
sinh san Nir: Rong kinh
Chura biét Nam: cuong cirng kéo dai.,
chay sira
R&i loan tong quét va tai chd Thl;(m,g &P Mc} mel
A t gdp Phu
et Hiém gip St

I Céc truomg hop kép dai QT va loan nhip that bao gébm xoén dinh da dugc bio cao trong thoi
ky leu hanh thue. chi yéu la ¢ bénh nhéan nir, vai tinh trang ha kali mau, hodc co tién xir kéo

dai khoang QT trudc day hoac mac cac bénh tim mach khac.

2 Céc trudomg hop lién quan tdi y dinh va hanh vi ty tir da duge bao céo trong sudt qua trinh didu
tri v6i citalopram hoic trude sau ngung diéu tri.




Cac nghién ciru dich t& hoc, cha yéu tién hanh & bénh nhén tir 50 tudi tré 1én, cho thdy nguy co
gdy xuong gia ting & nhimg bénh nhén ding SSRIs va TCAs. Co ché din dén nguy co nay la
chura biét.

Céc triéu chimg 1& thude thude dwge thiy khi ngung diéu tri SSRI: ngung diéu tri citalopram
(dac b1¢t la ngung diéu trj dot ngot) thtr(mg dan dén cac cac tri¢u chlrng lf; thudc thude. Chong
mdt, roi loan cam giac (bao gém mat | ngu), rbi loan gidc ngu (bao gom mat ngu va nhirng con
ac mong). k1ch dong hoic lo ling, buon non hodc non, run, nham Ian, @6 moé héi, nhirc dau, tiéu
chay, dénh tréng ngue, khé chiu, rdi loan thi gidc la cac tridu chimg thong thudmg nhit duoc
bao cdo. N6i chung, nhimng tri¢u chimg nay tir nhe dén trung binh va tur _gi6i han, tuy nhién &
mot s6 bénh nhan c6 thé bi niang hodc kéo dai. Vi viy, khi khéng can thiét diéu tri bing
citalopram, nén ngirng thude tir tir theo liéu giam dan.

QUA LIEU

Péc tinh: Dir liéu lam sang toan dién vé qua liéu citalopram bi han ché va nhiéu truomg hop
lién quan dén qué liéu khi ding chung véi thude khac/rmrou. Céc trudong hop tir vong do qua
lidu citalopram da dugc bio cdo véi citalopram don dgc, tuy nhién, phan Ién cac truomg hop tir
vong c6 lién quan dén qua lidu vai cac thude dung dong thoi.

Liéu gay tir vong chwa duge biét. Nhiéu bénh nhin da song sot sau khi udng hon 2g citalopram.

Céc anh huong c6 thé ting do dung cung vai ruou.

Tuong tac tiém an véi TCAs, MAOIs va SSRI khic.

Triéu chimg: Céc triéu chirng sau ddy da ghi nhin trong bao cdo qua lidu cua citalopram: Co
gidt, nhip tim nhanh, budn ngu, QT kéo dai, hon mé, nén mira, run, ha huyét ap, ngirng tim,

budn non, hoi chl.rng serotonin, kich dong nhip tim cham, chong mat, block nhanh b6, QRS
kéo dai, ting huyét ap, _gian dong tir, xodn dinh de pointes, sitng so, tiét md héi, tim tai, ting
théng khi, sot cao, va roi loan nhip nhi va that.

Thay déi trén ECG bao gdm ca nhip nut, c¢6 thé khoang QT kéo dai va phirc hgp QRS rong. Tir
vong dugc bao cao.

Nhip tim cham kéo dai vai ha huyét ap nang va ngit ciing da duge bao cdo.

Hlem khi, cac bicu hi¢n cta "Hoi chimg serotonin” ¢6 th¢ xay ra trong nhlem doc ning, bao
gom thay doi trang thai tam than, than kinh co hoat dong thai qua va mat 6n dinh ty dong. Co
thé c6 sot cao va ting nong do creatin kinase huyét thanh. Huy co van hiém gap.

Piéu tri: Khong c6 thude gidi dge dic hiéu cho citalopram.

biéu tri tri¢u chirng va hd trg va bao gb6m duy tri thong khi tdt, theo dai dién tim d6 va cac dau
hiéu sinh ton cho dén khi 6n dinh.

Cén nhic ding than hoat tinh & ngudi 1on va tr¢ em da uong hon 5 mg/kg trong lugng co thé
trong vong 1 gid. Dung than hoat tinh 2 gio sau khi uéng citalopram da dugc chirg minh la
lam giam hép thu 50%.

Nhuan trang tham thau (nhu natri sulfat) va rira da day nén dugc can nhic.

Dat noi khi quan néu bénh nhan giam v thirc.

Kiém soat co giat bing diazepam dudng tinh mach néu co giat thuong xuyén hodc kéo dai.

TUONG KY
Khong



BAO QUAN

Béo quén noi kho, nhiét d¢ khéng qua 30°C.
Pé xa tim tay tré em.

Doc ky hudng dan sir dung trude khi ding,

QUY CACH PONG GOI1
Hop 2 vi x 14 vién nén bao phim.

HAN DUNG

24 thang k& tir ngay san xuét.

Nha san xudt :
ANFARM HELLAS S.A
Sximatari Viotias, 32009, Hy Lap.

Co sé ding ky thubc
CONG TY CO PHAN TADA PHARMA o
44A Pinh Cong Trang, phudng Tan Dinh, quén 1, thanh phé H6 Chi Minh.
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